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Rules and Regulations

Federal Register

Vol. 64, No. 189
Thursday, September 30, 1999

This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE
Foreign Agricultural Service

7 CFR Part 1550
RIN 0551-AA26

Programs To Help Develop Foreign
Markets for Agricultural Commodities
(Foreign Market Development
Cooperator Program)

AGENCY: Foreign Agricultural Service,
USDA.

ACTION: Final Rule.

SUMMARY: This rule revises regulations
applicable to the Foreign Market
Development Cooperator (Cooperator)
Program. The revisions provide more
detailed information concerning
program administration, including
participant eligibility, the application
review process, allocation criteria,
strategic planning and goal setting
requirements, reimbursement rules and
procedures, financial reporting and
program evaluation requirements,
appeal procedures, and program
controls. The intent of this rule is to
improve the effective administration of
the Cooperator Program.

DATES: Effective October 1, 1999.
Applicability date: This rule does not
apply to Cooperator marketing plan
years prior to the Fiscal Year 2000
program.

FOR FURTHER INFORMATION CONTACT: Kent
Sisson or Denise Huttenlocker at (202)
720-4327.

SUPPLEMENTARY INFORMATION:

Executive Order 12866

This final rule is issued in
conformance with Executive Order
12866. It has been determined that this
final rule will not have an annual
economic effect in excess of $100
million; will not cause a major increase
in costs to consumers, individual
industries, Federal, State, or local

government agencies, or geographic
regions; and will not have an adverse
effect on competition, employment,
investment, productivity, innovation, or
the ability of U.S.-based enterprises to
compete with foreign-based enterprises
in domestic or foreign markets.

Executive Order 12988

This final rule has been reviewed in
accordance with Executive Order 12988,
Civil Justice Reform. The rule would
have preemptive effect with respect to
any State or local laws, regulations or
policies which conflict with such
provisions or which otherwise impede
their full implementation; does not have
retroactive effect; and does require
administrative proceedings before suit
may be filed.

Executive Order 12372

This program is not subject to the
provisions of Executive Order 12372
which requires intergovernmental
consultation with State and local
officials (see the Notice related to 7 CFR
part 3015, subpart V, published at 48 FR
29115).

Regulatory Flexibility Act

It has been determined that the
Regulatory Flexibility Act is not
applicable to this final rule because the
Foreign Agricultural Service (FAS) is
not required by any provision of law to
publish a notice of rulemaking with
respect to the subject matter of this rule.

Paperwork Reduction Act

The information collection
requirements for participating in the
Cooperator program were approved for
use by the Office of Management and
Budget (OMB) through December 31,
1999, and assigned OMB No. 0551
0026. This final rule does not impose
new information collection
requirements.

Background

The Foreign Market Development
Cooperator Program’s first participants
(known as Cooperators) entered into
agreements with FAS in 1954. The
Cooperator program is currently
authorized by Title VII of the
Agricultural Trade Act of 1978, which
directs the Secretary of Agriculture to
“establish and, in cooperation with
eligible trade organizations, carry out a
foreign market development cooperator
program to maintain and develop

foreign markets for United States
agricultural commodities and
products.” FAS implements this
provision by entering into agreements
with non-profit U.S. agricultural trade
organizations that have the broadest
possible producer representation of the
commodity being promoted and gives
priority to those organizations that are
nationwide in membership and scope.

Summary and Analysis of Comments

OnJune 15, 1999, FAS published a
rule in the Federal Register (64 FR
32156) proposing to revise the
regulations which govern the
Cooperator program. That rule also
requested interested parties to submit
comments by July 14, 1999. FAS
received seven comments on the
proposed rule. Following is a summary
of the comments which specifically
address the proposed rule and FAS’s
response to each. General comments
relating to the value of the program,
editorial suggestions, and non-
substantive comments have been
omitted.

Premium Class Travel

FAS received 4 comments on this
issue.

Comment: Extensive travel in
business class is often less expensive
than the full fare economy rate.
Preventing business class travel in such
cases would increase program costs.

Comment: Business class travel is
especially important when hosting
foreign trade teams. Both government
and private representatives are
accustomed to business class travel for
transoceanic travel in many countries.
The savings in cost from using economy
class rather than business class would
quickly become a net loss if the entire
program is undermined by the poor
experiences or feelings of disrespect that
result.

Comment: If FAS personnel at a
certain level are permitted to travel
business class, then it seems unfair in
the extreme that individuals who are
equally influential within their
governments or trade organizations or
companies should not be permitted the
same consideration and
accommodations and courtesy.

Response: This new rule does not
prevent any class of travel. It merely
limits reimbursement, generally to the
full fare economy rate. If a business (or
higher) class ticket can be purchased at
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a price equal to or less than the full fare
economy rate, it may be reimbursed in
its entirety subject to proper
documentation. If a Cooperator believes
that purchase of a higher class ticket at
a rate higher than the full fare economy
rate is necessary to achieve its market
promotion goals, then the amount
exceeding the reimbursable full fare
economy rate can be claimed as a
contribution to the program.

Comment: Elimination of
reimbursement of business class travel
will materially weaken the Cooperator
program. Business class travel for flights
longer than 6 hours ensures that staff,
consultants, and foreign visitors arrive
without the delays of mid-journey rest
stops, are less stressed and fatigued by
the flight, and are more quickly
available to work.

Response: The FTR only allows for
authorization of business class due to
flight time when the origin or
destination is outside of the continental
U.S. and the scheduled flight time
exceeds 14 hours. As an aid to
organizations which may not be familiar
with the FTR, FAS will issue a program
notice to Cooperators which lists the
exceptions under which FAS will
reimburse the full price of business
class travel.

Contributions

FAS received 5 comments on this
issue.

Comment: The proposed rule states
that Cooperators must contribute at least
50 percent of the value of resources
provided by FAS. Can this 50 percent
include contributions from U.S.
industry members? Also, ““third party”
contributions are mentioned in the
proposed rule. Does this refer only to
the U.S. industry?

Response: As defined in §1550.13,
contributions from the U.S. industry are
counted toward a Cooperator’s
contributions. FAS agrees that the term
“third party” is misleading, and has
replaced it with “U.S. industry’’ where
appropriate in the final rule.

Comment: If a Cooperator contributes
less to the program than was specified
in its application, the Cooperator should
not be required to pay to FAS the
difference between the contribution
estimate and actual contributions. There
are several good reasons why a
Cooperator might contribute less than
expected.

Response: Cooperator program
applicants compete against each other
for funds based, in part, on the
contributions promised in their
applications. To maintain the integrity
of the competitive process, the level of
contributions specified in each

Cooperator’s application must be met.
Therefore, FAS is adopting the rule as
proposed.

Comment: This rule establishes a due
date of “January 31 of the year following
the completion of the marketing plan
year” for Cooperators’ end-of-year
contribution reports. This allows only
four months, while the Market Access
Program (MAP) allows six months to
submit contribution reports.

Response: The Cooperator program
currently operates with the January 31
due date. FAS needs to receive these
reports earlier in the calendar year
because the data contained therein is
used in the FAS budget process.
Therefore, FAS is adopting the rule as
proposed.

Comment: The proposed rule states
that product research may not be
reimbursed and that product
development and modifications may not
even be claimed as contributions. This
seems to be inconsistent with the
statement in the “General Background”
section that activities address
constraints or opportunities by focusing
on matters such as “‘identifying new
markets or new applications or uses” for
products in the foreign market. Perhaps
the rule should only exclude branded
product research, development, and
modifications.

Response: The language regarding
new applications or uses in the foreign
market refers to market research which
would identify foreign marketing
opportunities. It is not meant to refer to
developing or modifying products,
which are activities generally
undertaken to benefit a company. FAS
will allow certain types of product
research, which are generally
undertaken to benefit an industry and
have a specific export application, to be
claimed as a contribution. Therefore,
FAS is adopting the rule as proposed.

Contingent Liabilities

FAS received 2 comments on this
issue.

Comment: The proposed rule is silent
on the issue of contingent liabilities.
Under the existing guidelines, FAS may
reimburse costs that would be due or
forfeited if an overseas office closed on
the last day of the marketing plan year,
such as severance payments, deposits,
and rent.

Response: FAS agrees that contingent
liabilities should remain reimbursable
under the program, and is amending
§1550.54 accordingly by adding a new
paragraph (38).

Wireless Phones

FAS received 2 comments on this
issue.

Comment: Please clarify whether
monthly service fees for wireless phones
are reimbursable in their entirety or if
these fees must be prorated based on
airtime devoted to program activities.

Response: Monthly service fees must
be prorated based on airtime devoted to
program activities. The prorated portion
is reimbursable by FAS. FAS is
amending 8§ 1550.54 for clarification.

Comment: The costs of purchasing
wireless phones should be reimbursable
by FAS. How is the purchase of a
wireless phone different from wireless
phone usage or the purchase of a
portable computer?

Response: Unlike portable computers,
wireless phones are often used for non-
business purposes and incoming non-
business calls accrue charges. Wireless
phone usage can be separated into
business and non-business calls, but the
purchase of the wireless phone cannot
be separated or prorated because the
Cooperator is not able to determine in
advance the amount of usage that would
be devoted to program activities. FAS
has decided to disallow reimbursement
of the costs of purchasing wireless
phones, and, thus, the rule is adopted as
proposed. The cost of purchasing a
wireless phone can be claimed as a
contribution to the program.

Required Notification of Attachés/
Counselors of In-Country Travel

FAS received 2 comments on this
issue.

Comment: The proposed rule would
require that Cooperators notify the
attaché in any destination country in
writing in advance of any proposed
travel. Failure to provide advance
notification may result in disallowance
of the travel expenses. This penalty
seems to be too severe, considering that
some attachés do not respond to such
notifications.

Response: This requirement, which is
currently in effect, was added to the
program at the request of several
attachés. Although attachés may not
always respond to travel notification, it
is important that they be notified
because their awareness of Cooperator
activity in their countries of
responsibility is important to the
success of the program. The regulations
do not require that attachés specifically
approve Cooperator travel. Acceptable
written notification includes electronic
mail and facsimile. Thus, the rule is
adopted as proposed.

Salaries and Allowances

FAS received 3 comments on this
issue.

Comment: The proposed regulations
do not mention several important
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allowances currently reimbursable with
FMD funds, such as: foreign transfer
allowance, temporary lodging, post
hardship differential. We request that
these and other similar allowances be
authorized for use of FMD funds.

Response: The proposed rule was not
intended to change the allowances
which are eligible for reimbursement
under the program. FAS is amending
§1550.54 for clarification.

Comment: The proposed rule limits a
combination of salary and certain
allowances to the amount paid to a GS—
15, step 10. The proposed limit should
be rejected and replaced with a salary
limitation and unlimited allowances.

Response: FAS must balance benefits
to program participants against limited
financial resources. FAS is establishing
this limit to be consistent with the MAP,
and, accordingly, is adopting the rule as
proposed.

Comment: Our major concern is with
clarity on the compensation limit for
non-U.S. citizen employees who occupy
the position of country or regional
director. We had been led to believe that
the Cooperator regulations would
parallel the MAP regulations thereby
permitting these positions to be
compensated at the Foreign Service
National (FSN) “Supergrade” levels.
Would cooperators have this latitude to
exceed the published FSN wage scales
for country or regional directors under
section 1550.20(b)(8)?

Response: Under the new regulations,
a Cooperator may request to exceed a
published FSN wage scale if the
Cooperator can show that the existing
scale is inappropriate. This provides
greater flexibility in that there would be
no limitations imposed by a
“‘supergrade’’ structure, however,
Cooperators could certainly maintain
the “supergrade” scale for their own
use. FAS is adopting the rule as
proposed.

Contracting

FAS received 3 comments on this
issue.

Comment: Past practice did not
require written contracts for certain
services for which written contracts are
not customary (i.e., lawyer fees,
interpreter or translation services, part
time secretarial help and other short
term services). We hope that the intent
of the new Cooperator program
regulations is not to change that
practice.

Response: The existing guidelines
require written contracts with legal
firms. FAS believes that entering into
written contracts for interpreter and
translation services is prudent and
would also assist in FAS compliance

efforts. FAS did not intend to include
short-term or part-time secretarial help.
FAS is amending 8§ 1550.35 to clarify
these points.

Comment: The wording in this
contracting section of the proposed rule
is similar to the Market Access Program
regulations. FAS issued a Program
Notice about a year after those final
regulations were published. It provided
some contracting guidelines for MAP
participants. Does this Program Notice
apply to the Cooperator program?

Response: FAS intends to issue a
Cooperator Program Notice providing
contracting guidance.

Consumer Promotion

FAS received 1 comment on this
issue.

Comment: The proposed rule states
that the program provides assistance for
generic promotion and, therefore, does
not involve activities targeted directly
toward individual consumers. We
believe that generic promotions can be
directed toward individual consumers.

Response: It was the intent of the
proposed rule to remove the eligibility
of consumer promotions from the
Cooperator program. Assistance for
consumer promotions remains available
through the MAP. FAS is amending
§1550.12 and § 1550.55 to clarify that
promotions directed toward consumers
are not reimbursable under the
Cooperator program.

Miscellaneous

FAS received comments on several
other topics.

Comment: The proposed rule requires
that Cooperators maintain an inventory
of all capital goods valued at over $100.
We recommend increasing this
minimum value to $500. Also, what is
meant by “‘capital goods’?

Response: FAS agrees that the
minimum value for inventory items
should be increased to $500 and is
amending § 1550.36 accordingly. FAS is
amending the rule by replacing the term
“capital goods” with the term
“property” throughout and adding a
definition of “property” in § 1550.13.

Comment: In some sections the
proposed rule refers to contributions as
cash and goods and services, in others
it refers to cash and in-kind items. Is
this intentional?

Response: FAS meant to refer only to
cash and goods and services in the
proposed rule. FAS is amending the rule
by removing all references to in-kind
items from the final rule.

Comment: Section 1550.54(a)(2)
should be removed to make the final
rule consistent with the MAP
regulations.

Response: The parallel language in
the MAP regulations was removed when
a definition was added for
“expenditure”. For consistency, FAS
will remove §1550.54(a)(2) and add a
definition of “expenditure” in
§1550.13.

Comment: Sometimes an expenditure
is listed as reimbursable but does not
seem to be a prudent way to expend
Federal funds. Are expenditures that are
listed as reimbursable always
acceptable?

Response: FAS agrees that some levels
of expenditures associated with
reimbursable items could be
unreasonable. To clarify this, FAS is
amending § 1550.54 (a) and § 1550.55 (a)
to clearly establish a standard that
expenditures must be reasonable.

Comment: The proposed rule lists,
among application requirements, market
assessments including constraints facing
exporters. In the annual program
announcement, FAS also asks for
opportunities for increasing exports.
Does this signify a change in direction
for the program?

Response: FAS prefers that market
assessments also include export growth
opportunities, and is amending sections
1550.12, 1550.13, 1550.20, and 1550.72
for clarification.

Comment: The proposed rule would
require a receipt, purchase order,
invoice, or contract for every
expenditure in excess of $25.00. The
Federal Travel Regulation only requires
receipts for expenditures over $75.00.
FAS should only require receipts,
purchase orders, invoices, or contracts
for expenditures in excess of $75.00.

Response: In order to maintain the
integrity of the program and ensure
effective program compliance, FAS will
continue to require that Cooperators
maintain expenditure documentation as
detailed in the proposed rule. This
includes that Cooperators must
maintain original receipts for travel
expenditures in excess of $25.00.
Therefore, FAS is adopting the rule as
proposed.

Comment: The proposed rule would
require that Cooperators designate at
least 2 individuals who can sign
documents, including reimbursement
claims. Our organization submits all of
its claims electronically, with no
signature.

Response: The rule does not require
that all reimbursement claims be signed.
Reimbursement claims submitted on
paper require signatures.
Reimbursement claims submitted
electronically require identification
codes and passwords for security. The
rule merely requires that individuals be
designated to act on the behalf of each
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Cooperator so that it is clear to FAS
when an authorized official has signed
a document. Thus, FAS is adopting the
rule as proposed.

Comment: The proposed rule does not
mention reimbursement of storage fees
for necessary program items, e.g., past
records, current brochures. It is
generally cheaper to find warehouse
space than to lease extra office space for
such items. Are storage fees still
reimbursable?

Response: FAS intends for storage
fees to remain reimbursable. FAS is
amending 8 1550.54 to include storage
fees.

Effective Date

Pursuant to 5 U.S.C. 553, it is found
and determined that good cause exists
for making this final rule effective prior
to 30 days after publication in the
Federal Register because: (1) this action
codifies program guidelines which have
been in effect for many years and
participants do not, therefore, need a
transition period; and (2) delaying this
rule beyond the beginning of the 2000
marketing plan year (October 1, 1999),
would postpone the implementation of
the marketing programs of more than
two dozen agricultural trade
organizations.

This rule is effective October 1, 1999,
but does not apply to Cooperator
marketing plan years prior to the Fiscal
Year 2000 program.

List of Subjects in 7 CFR Part 1550

Agricultural commodities, Exports,
Grant programs—agriculture, Reporting
and recordkeeping requirements.

Accordingly, part 1550 of Title 7 of
the Code of Federal Regulations is
revised as follows:

PART 1550—PROGRAMS TO HELP
DEVELOP FOREIGN MARKETS FOR
AGRICULTURAL COMMODITIES

Subpart A—General Information

1550.10 What is the effective date of this
part?

1550.11 Has the Office of Management and
Budget reviewed the paperwork and
record keeping requirements contained
in this part?

1550.12 What is the Cooperator program?

1550.13 What special definitions apply to
the Cooperator program?

1550.14 Is my organization eligible to
participate in the Cooperator program?

Subpart B—Application and Fund
Allocation

1550.20 How can my organization apply to
the Cooperator program?

1550.21 How does FAS determine which
Cooperator program applications are
approved?

1550.22 How are Cooperator program funds
allocated?

Subpart C—Program Operations

1550.30 How does FAS formalize its
working relationship with approved
Cooperators?

1550.31 Who acts on behalf of each
Cooperator?

1550.32 Must Cooperators follow specific
employment practices?

1550.33 Must Cooperators follow certain
financial management guidelines?

1550.34 Must Cooperators adhere to
specific standards of ethical conduct?

1550.35 Must Cooperators follow specific
contracting procedures?

1550.36 How do Cooperators dispose of
disposable property?

1550.37 Must Cooperators adhere to Federal
Travel Regulations?

1550.38 Can a Cooperator keep proceeds
generated from an activity?

Subpart D—Contributions and
Reimbursements

1550.50 What cost share contributions are
eligible?

1550.51 What are ineligible contributions?

1550.52 What are the guidelines for
computing the value of non-cash
contributions?

1550.53 What are the requirements for
documenting and reporting
contributions?

1550.54 What expenditures may FAS
reimburse under the Cooperator
program?

1550.55 What expenditures may not be
reimbursed under the Cooperator
program?

1550.56 How are Cooperators reimbursed?

1550.57 Will FAS make advance payments
to a Cooperator?

Subpart E—Reporting, Evaluation, and
Compliance

1550.70 Must Cooperators report to FAS?
1550.71 Are Cooperator documents subject
to the provisions of the Freedom of

Information Act?

1550.72 How is program effectiveness
measured?

1550.73 Are Cooperators penalized for
failing to make required contributions?

1550.74 How is Cooperator program
compliance monitored?

1550.75 How does a Cooperator respond to
a compliance report?

1550.76 Can a Cooperator appeal the
determinations of the Deputy
Administrator?

Authority: 7 U.S.C. 5721-5723.

Subpart A—General Information

§1550.10 What is the effective date of this
part?

This part applies to activities that are
conducted in accordance with the
Cooperators’ FY 2000 and subsequent
marketing plan years.

§1550.11 Has the Office of Management
and Budget reviewed the paperwork and
record keeping requirements contained in
this part?

The paperwork and record keeping
requirements imposed by this part have
been submitted to the Office of
Management and Budget (OMB) for
emergency review and reinstatement
under the Paperwork Reduction Act of
1995 (44 U.S.C. 3501 et seq.). OMB has
previously assigned control number
0551-0026 for this information
collection.

§1550.12 What is the Cooperator
program?

(a) Under the Foreign Market
Development Cooperator (Cooperator)
Program, FAS enters into project
agreements with eligible nonprofit U.S.
trade organizations to share the costs of
certain overseas marketing and
promotion activities that are intended to
create, expand, or maintain foreign
markets for U.S. agricultural
commodities and products. FAS does
not provide brand promotion assistance
to Cooperators under this program.

(b) FAS enters into project agreements
with those eligible nonprofit U.S. trade
organizations that have the broadest
possible producer representation of the
commodity being promoted and gives
priority to those organizations that are
nationwide in membership and scope.
Project agreements involve the
promotion of agricultural commodities
on a generic basis. Project agreements
do not involve activities targeted
directly toward consumers purchasing
as individuals. Activities must
contribute to the maintenance or growth
of demand for the agricultural
commodities and generally address
long-term foreign import constraints and
export growth opportunities by focusing
on matters such as reducing infra-
structural or historical market
impediments; improving processing
capabilities; modifying codes and
standards; and identifying new markets
or new applications or uses for the
agricultural commodity or product in
the foreign market.

(c) The Cooperator program generally
operates on a reimbursement basis.

(d) FAS policy is to ensure that
benefits generated by Cooperator
agreements are broadly available
throughout the relevant agricultural
sector and no one entity gains an undue
advantage or sole benefit from program
activities.

§1550.13 What special definitions apply to
the Cooperator program?

For purposes of this part the following
definitions apply:
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Activity—a specific market
development effort undertaken by a
Cooperator to address a constraint or
opportunity.

Administrator—the Administrator,
FAS, USDA, or designee.

Agricultural Commodity—an
agricultural commodity, food, feed,
fiber, wood, livestock or insect, and any
product thereof; and fish harvested from
a U.S. aquaculture farm, or harvested by
a vessel as defined in title 46, United
States Code, in waters that are not
waters (including the territorial sea) of
a foreign country.

Attache/Counselor—the FAS
employee representing USDA interests
in the foreign country in which
promotional activities are conducted.

Commodity Division—the office
within the Foreign Agricultural Service
responsible for the commodity covered
by the project agreement.

Compliance Review Staff—the office
within the Foreign Agricultural Service
responsible for performing periodic
reviews of Cooperators to ensure
compliance with this part.

Constraint—a condition in a
particular country or region which
needs to be addressed in order to
develop, expand, or maintain exports of
a specific U.S. agricultural commodity.

Consumer Promotion—activities that
are designed to directly influence
consumers by changing attitudes or
purchasing behaviors towards U.S.
agricultural products.

Contribution—the cost-share
expenditure made by a Cooperator or
the U.S. industry in support of an
activity; e.g., money, personnel,
materials, services, facilities, or
supplies.

Cooperator or U.S. Cooperator—a
nonprofit U.S. agricultural trade
organization which has entered into a
foreign market development agreement
with FAS.

Cooperator Program—the Foreign
Market Development Cooperator
Program.

Deputy Administrator—the Deputy
Administrator, Commodity and
Marketing Programs, FAS, USDA, or
designee.

Division Director—the director of a
commodity division, Commodity and
Marketing Programs, FAS, USDA.

Eligible Commodity—an agricultural
commodity that is comprised of at least
50 percent U.S. origin content by
weight, exclusive of added water.

Eligible Trade Organization—a United
States trade organization that promotes
the exports of one or more United States
agricultural commodities or products
and does not have a business interest in
or receive remuneration from specific

sales of agricultural commodities or
products.

Expenditure—transfer of funds.

FAS—Foreign Agricultural Service,
USDA.

Foreign Third Party—a foreign entity
that assists, in accordance with this
part, in promoting the export of a U.S.
agricultural commodity.

Generic Promotion—a promotion that
does not involve the exclusive or
predominant use of a single company
name or logo(s) or brand name(s) of a
single company.

Market—a country or region in which
an activity is conducted.

Marketing Plan Year—the program
year beginning on October 1 and ending
on September 30, during which
Cooperators can undertake activities,
consistent with this part and their
agreements with FAS, and seek
reimbursement. For example, marketing
plan year 2000 begins on October 1,
1999, and ends on September 30, 2000.

Project Agreement—a contract
between FAS and a Cooperator in which
the basic working relationship is
described including the program and
financial obligations of each.

Project Funds—the funds made
available to a Cooperator by FAS under
a project agreement, and authorized for
expenditure in accordance with this
part.

Property—furniture or equipment
having a useful life of over one year and
an acquisition cost of $500 or more.

STRE—sales and trade relations
expenditures.

Trade Team—a group of individuals
engaged in an activity intended to
promote the interests of an entire
agricultural sector rather than to result
in specific sales by any of its members.

USDA—the United States Department
of Agriculture.

§1550.14 Is my organization eligible to
participate in the Cooperator program?

(a) To participate in the Cooperator
program, an entity must be a nonprofit
U.S. agricultural trade organization and
contribute at least 50 percent of the
value of resources provided by FAS for
activities conducted under the project
agreement.

(b) FAS may require that a project
agreement include a contribution level
greater than that specified in paragraph
(a) of this section. In requiring a higher
contribution level, FAS will take into
account such factors as past Cooperator
contributions, previous Cooperator
program funding levels, the length of
time an entity participates in the
program, and the entity’s ability to
increase its contribution.

(c) FAS will enter into Cooperator
agreements only for the promotion of
eligible commodities.

Subpart B—Application and Fund
Allocation

§1550.20 How can my organization apply
to the Cooperator program?

FAS will publish a Notice in the
Federal Register that it is accepting
applications for participation in the
Cooperator program for a specified
marketing plan year. Applications shall
be submitted in accordance with the
terms and requirements specified in the
Notice. An application shall contain
basic information about the applicant
and the proposed program, a strategic
plan, and performance measures. FAS
may request any additional information
which it deems necessary to evaluate a
Cooperator program application.

(a) Basic applicant and program
information. All Cooperator program
applications shall contain:

(1) The name and address of the
applicant;

(2) The name of the Chief Executive
Officer (or designee);

(3) The name and telephone number
of the applicant’s primary contact
person;

(4) A description of management and
administrative capability;

(5) The name(s) of the person(s)
responsible for managing the program;

(6) A description of prior export
promotion experience;

(7) A description of the organization,
its membership, and membership
criteria;

(8) A list of affiliated organizations;

(9) The applicant’s Federal Tax
Identification Number;

(10) The dollar amount of FAS
resources requested under the
Cooperator program;

(11) The value of the applicant’s
contribution, stated in dollars or as a
percentage of paragraph (a)(10) of this
section;

(12) The value of contributions from
other sources, stated in dollars or as a
percentage of paragraph (a)(10) of this
section;

(13) A description of the eligible
commodity(s); the associated
commodity aggregate code(s), obtained
from FAS; and the percentage of U.S.
origin content by weight, exclusive of
added water; and

(14) A certification statement, and, if
requested by the Deputy Administrator,
a written explanation supporting the
certification, that any funds received
will supplement, but not supplant, any
private or industry funds or other
contributions to program activities. The
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written explanation, if necessary, shall
indicate why the Cooperator is unlikely
to carry out the activities without
Federal financial assistance. The
certification shall also state that
information contained in the
application is true and accurate and that
all records supporting the claim that
project funds do not supplant other
funds will be made available to
authorized officials of the U.S.
Government.

(b) Strategic plan and performance
measures. All Cooperator program
applications shall also contain:

(1) A description of the U.S. and
world market situation for the eligible
commodity;

(2) Data summarizing historical and
projected U.S. production, U.S. exports
to the world, world trade, and U.S.
market share;

(3) A summary of proposed activity
budgets by country or region;

(4) A summary of proposed
administrative budgets by country or
region;

(5) A list of all countries that define
any designated region;

(6) For each country or region for
which activities are proposed:

(i) A market assessment, including the
constraint(s) impeding U.S. exports, the
export growth opportunities, the
performance of competing suppliers,
expected changes in demand, etc.;

(i) The long-term strategy that will be
used to counteract the constraints and
achieve additional U.S. exports;

(iii) Previous activities, performance,
and evaluation results;

(iv) Projected export goals and U.S.
market share; and

(v) Performance indicators against
which future success in addressing the
constraint(s) or opportunities may be
measured,;

(7) A description of all proposed
activities, including the requested FAS
resources and the specific goals and
benchmarks to be used to measure the
effectiveness of each activity;

(8) A justification for any new
overseas office, including a list of job
titles, corresponding position
descriptions, salary ranges, and any
request for approval of salaries above
the Foreign Service National (FSN)
salary plan. To request approval of a
salary above the FSN salary plan, the
Cooperator shall include a detailed
description of both the duties and
responsibilities of the position, and of
the qualifications and background of the
individual concerned. The Cooperator
shall also justify, based on a verifiable
local salary survey or other documented
local salary information, why the

highest FSN salary level is
inappropriate.

§1550.21 How does FAS determine which
Cooperator program applications are
approved?

(a) General. FAS allocates funds in a
manner that effectively supports the
strategic decision-making initiatives of
the Government Performance and
Results Act (GPRA) of 1993. In deciding
whether a proposed project will
contribute to the effective creation,
expansion, or maintenance of foreign
markets, FAS seeks to identify those
projects that would demonstrate a clear,
long-term agricultural trade strategy by
market or product and a program
effectiveness time line against which
results can be measured at specific
intervals using quantifiable product or
country or region goals. These
performance indicators are part of FAS’
resource allocation strategy to fund
applicants which can demonstrate
performance based on a long-term
strategic plan and address the
performance measurement objectives of
the GPRA.

(b) Approval criteria. FAS will
consider a number of factors when
reviewing proposed projects, including:

(1) The ability of the organization to
provide an experienced U.S.-based staff
with technical and international trade
expertise to ensure adequate
development, supervision, and
execution of the proposed project;

(2) The organization’s willingness to
contribute resources, including cash and
goods and services of the U.S. industry
and foreign third parties;

(3) The conditions or constraints
affecting the level of U.S. exports and
market share for the agricultural
commodities and products;

(4) The degree to which the proposed
project is likely to contribute to the
creation, expansion, or maintenance of
foreign markets;

(5) The degree to which the strategic
plan is coordinated with other private or
U.S. government-funded market
development projects;

(6) Past program results and
evaluations, if applicable; and

(7) Previous Cooperator program
funding.

§1550.22 How are Cooperator program
funds allocated?

After determining which applications
to recommend for approval, the
Commodity Divisions recommend
funding levels for the approved
applicants within their respective
divisions. Applications then compete
for funds on the basis of the following
allocation criteria (the number in

parentheses represents a percentage
weight factor). Data used in the
calculations for contribution levels, past
export performance and past demand
expansion performance will cover not
more than a 6-year period, to the extent
such data is available. The method for
applying the following criteria will be
described in the Cooperator program
announcement in the Federal Register:

(a) Contribution Level (40%).

(b) Past Export Performance (20%).

(c) Past Demand Expansion
Performance (20%).

(d) Future Demand Expansion Goals
(10%).

(e) Accuracy of Past Demand
Expansion Projections (10%o).

Subpart C—Program Operations

§1550.30 How does FAS formalize its
working relationship with approved
Cooperators?

FAS will notify each applicant in
writing of the final disposition of its
application. FAS will send a program
agreement, allocation approval letter,
and a signature card to each approved
applicant. The allocation approval letter
will specify any special terms and
conditions applicable to a Cooperator’s
program, including the required level of
Cooperator contribution. An applicant
that accepts the terms and conditions
contained in the program agreement and
allocation approval letter should so
indicate by having its Chief Executive
Officer sign the program agreement and
submit the signed agreement to the
Director, Marketing Operations Staff,
FAS, USDA. Final agreement shall
occur when the Administrator signs the
agreement on behalf of FAS. The
application, the program agreement, the
allocation approval letter, and this part
shall establish the terms and conditions
of a Cooperator agreement between FAS
and the approved applicant.

§1550.31 Who acts on behalf of each
Cooperator?

The Cooperator shall designate at
least two individuals in its organization
to sign program agreements,
reimbursement claims, and requests.
The Cooperator shall submit the
signature card signed by those
designated individuals and by the
Cooperator’s Chief Executive Officer to
the Director, Marketing Operations Staff,
FAS, USDA, prior to the start of the
marketing plan year. The Cooperator
shall immediately notify the Director of
any changes in signatories (e.g., removal
or addition of individuals, name
changes, etc.), and shall submit a
revised signature card accordingly.
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§1550.32 Must Cooperators follow
specific employment practices?

(a) A Cooperator shall enter into
written contracts with all overseas
employees and shall ensure that all
terms, conditions, and related
formalities of such contracts conform to
governing local law.

(b) A Cooperator shall, in its overseas
offices, conform its office hours, work
week, and holidays to local law and to
the custom generally observed by U.S.
commercial entities in the local
business community.

(c) A Cooperator may pay salaries or
fees in any currency (U.S. or foreign) in
conformance with contract
specifications. Cooperators are
cautioned to consult local laws
regarding currency restrictions.

§1550.33 Must Cooperators follow certain
financial management guidelines?

(a) A Cooperator shall implement and
maintain a financial management
system that conforms to generally
accepted accounting principles.

(b) A Cooperator shall institute
internal controls and provide written
guidance to commercial entities
participating in its activities to ensure
their compliance with these provisions.
Each Cooperator shall maintain all
original records and documents relating
to program activities for 5 calendar
years following the end of the
applicable marketing plan year and
shall make such records and documents
available upon request to authorized
officials of the U.S. Government. A
Cooperator shall also maintain all
documents related to employment, such
as employment applications, contracts,
position descriptions, leave records, and
salary changes; and all records
pertaining to contractors. A Cooperator
shall also maintain adequate
documentation related to the proper
disposition of all property purchased by
the Cooperator and for which the
Cooperator is reimbursed with program
funds.

(c) A Cooperator shall maintain its
records of expenditures and
contributions in a manner that allows it
to provide information by marketing
plan year, country or region, activity
number, and cost category. Such records
shall include:

(1) Receipts for all STRE (actual
vendor invoices or restaurant checks,
rather than credit card receipts);

(2) Original receipts for any other
program related expenditure in excess
of $25.00;

(3) The exchange rate used to
calculate the dollar equivalent of each
expenditure made in a foreign currency
and the basis for such calculation;

(4) Copies of reimbursement claims;

(5) An itemized list of claims charged
to the Cooperator’s FMD account;

(6) Documentation with
accompanying English translation
supporting each reimbursement claim,
including original evidence to support
the financial transactions, such as
canceled checks, receipted paid bills,
contracts or purchase orders, per diem
calculations, and travel vouchers; and

(7) Documentation supporting
contributions including: the date(s),
purpose, and location(s) of each activity
for which cash, goods, or services were
claimed as a contribution; who
conducted the activity; the participating
groups or individuals; and the method
of computing the claimed contributions.
Cooperators must retain, and make
available for audit, documentation
related to claimed contributions.

(d) Upon request, a Cooperator shall
provide to FAS the original documents
which support the Cooperator’s
reimbursement claims. FAS may deny a
claim for reimbursement if the claim is
not supported by adequate
documentation.

§1550.34 Must Cooperators adhere to
specific standards of ethical conduct?

(a) A Cooperator shall conduct its
business in accordance with the laws
and regulations of the country(s) in
which each activity is carried out.

(b) Neither a Cooperator nor its
affiliates shall make export sales of
agricultural commodities covered under
the terms of a project agreement. Neither
a Cooperator nor its affiliates shall
charge a fee for facilitating an export
sale. For the purposes of this paragraph,
“affiliate” means any partnership,
association, company, corporation,
trust, or any other such party in which
the Cooperator has an investment, other
than a mutual fund. A Cooperator may
collect check-off funds and membership
fees that are required for membership in
the Cooperator’s organization.

(c) The Cooperator shall not use
program activities or program funds to
promote private self interests or conduct
private business, except as members of
sales teams.

(d) A Cooperator shall select U.S.
agricultural industry representatives to
participate in activities such as trade
teams or trade fairs based on criteria
that ensure participation on an equitable
basis by a broad cross section of the U.S.
industry. If requested, a Cooperator
shall submit such selection criteria to
FAS for approval.

(e) All Cooperators should endeavor
to ensure fair and accurate fact-based
advertising. Deceptive or misleading

promotions may result in cancellation
or termination of a project agreement.

(f) The Cooperator must report any
actions or circumstances that have a
bearing on the propriety of program
activities to the Attache/Counselor and
the Cooperator’s U.S. office shall report
such actions in writing to the
appropriate Division Director.

§1550.35 Must Cooperators follow
specific contracting procedures?

(a) Cooperators have full and sole
responsibility for the legal sufficiency of
all contracts and assume financial
liability for any costs or claims resulting
from suits, challenges, or other disputes
based on contracts entered into by the
Cooperator. Neither FAS nor any other
agency of the United States Government
or any official or employee of FAS or
the United States Government has any
obligation or responsibility with respect
to Cooperator contracts with third
parties.

(b) Cooperators are responsible for
ensuring to the extent possible that the
terms, conditions, and costs of contracts
constitute the most economical and
effective use of project funds.

(c) All fees for professional and
consulting services paid in any part
with project funds must be covered by
written contracts.

(d) A Cooperator shall:

(1) Ensure that all expenditures for
goods and services reimbursed, in
excess of $25.00, by FAS are
documented by a purchase order,
invoice, or contract;

(2) Ensure that no employee or officer
participates in the selection or award of
a contract in which such employee or
officer, or the employee’s or officer’s
family or partners has a financial
interest;

(3) Conduct all contracting in an open
manner. Individuals who develop or
draft specifications, requirements,
statements of work, invitations for bids,
or requests for proposals for
procurement of any goods or services
shall be excluded from competition for
such procurement;

(4) Base each solicitation for
professional or consulting services on a
clear and accurate description of the
requirements for the services to be
procured;

(5) Perform some form of price or cost
analysis, such as a comparison of price
guotations to market prices or other
price indicia, to determine the
reasonableness of the offered prices; and

(6) Document the decision-making
process.
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§1550.36 How do Cooperators dispose of
disposable property?

(a) Property purchased by the
Cooperator and for which the
Cooperator is reimbursed by FAS that is
unusable, unserviceable, or no longer
needed for project purposes shall be
disposed of in one of the following
ways. The Cooperator may:

(1) Exchange or sell the property,
provided that it applies any exchange
allowance, insurance proceeds, or sales
proceeds toward the purchase of other
property needed in the project;

(2) With FAS approval, transfer the
goods to other Cooperators for their
activities, or to a foreign third party; or

(3) Upon Attache/Counselor approval,
donate the goods to a local charity, or
convey the goods to the Attache/
Counselor, along with an itemized
inventory list and any documents of
title.

(b) A Cooperator shall maintain an
inventory of all property valued at $500
or more which was acquired in
furtherance of program activities. The
inventory shall list and humber each
item and include the date of purchase
or acquisition, cost of purchase,
replacement value, serial number, make,
model, and electrical requirements.

(c) The Cooperator shall insure all
property which was acquired with
program funds and safeguard such
property against theft, damage, and
unauthorized use. The Cooperator shall
promptly report any loss, theft, or
damage of such property to the
insurance company.

(d) The Cooperator is responsible for
reimbursing FAS for the value of any
uninsured property at the time of the
loss or theft of the property.

§1550.37 Must Cooperators adhere to
Federal Travel Regulations?

Travel shall conform to the U.S.
Federal Travel Regulation (41 CFR
Chapters 300 through 304) and air travel
shall conform to the requirements of the
“Fly America Act” (49 U.S.C. 1517).
The Cooperator shall notify the Attache/
Counselor in the destination countries
in writing in advance of any proposed
travel. The timing of such notice should
be far enough in advance to enable the
Attache/Counselor to schedule
appointments, make preparations, or
otherwise provide any assistance being
requested. Failure to provide advance
notification of travel may result in
disallowance of the expenses related to
the travel.

§1550.38 Can a Cooperator keep proceeds
generated from an activity?

Any income or refunds generated
from an activity, i.e., participation fees,

proceeds of sales, refunds of value
added taxes (VAT), the expenditures for
which have been wholly or partially
reimbursed, shall be repaid by
submitting a check payable to FAS or by
offsetting the Cooperator’s next
reimbursement claim.

Subpart D—Contributions and
Reimbursements

§1550.50 What cost share contributions
are eligible?

(a) The Cooperator shall pay all costs
necessary for the operation of the
Cooperator’s U.S. office.

(b) In calculating the amount of
contributions that it will make, and the
contributions it will receive from a U.S.
industry or a State agency, a Cooperator
program applicant may include the
costs (or such prorated costs) listed
under paragraph (c) of this section if:

(1) Expenditures will be made in
furtherance of the Cooperator’s overall
foreign market development program;

(2) The contributor has not been or
will not be reimbursed by any other
source for such costs; and

(3) The contribution is made during
the period covered by the project
agreement.

(c) Subject to paragraph (b) of this
section, eligible contributions are:

(1) Cash;

(2) Compensation paid to personnel,;

(3) The cost of acquiring materials,
supplies, or services;

(4) The cost of office space;

(5) A reasonable and justifiable
proportion of general administrative
costs and overhead;

(6) Payments for indemnity and
fidelity bond expenses;

(7) The cost of business cards;

(8) The cost of seasonal greeting cards;

(9) Fees for office parking;

(10) The cost of subscriptions to
publications;

(11) The cost of activities conducted
overseas;

(12) Credit card fees;

(13) The cost of any independent
evaluation or audit that is not required
by FAS to ensure compliance with
program requirements;

(14) The cost of giveaways, awards,
prizes and gifts;

(15) The cost of product samples;

(16) Fees for participating in U.S.
government activities;

(17) The cost of air and local travel in
the United States related to a foreign
market development effort;

(18) Transportation and shipping
Ccosts;

(19) The cost of displays and
promotional materials;

(20) Advertising costs;

(21) Reasonable travel costs and
expenses related to undertaking a
foreign market development activity;

(22) Payment of employee’s or
contractor’s share of personal taxes;

(23) The cost associated with trade
shows, seminars, entertainment and
STRE conducted in the United States;

(24) Product research that is
undertaken to benefit an industry and
has a specific export application; and

(25) Consumer promotions.

§1550.51 What are ineligible
contributions?

(a) The following are not eligible
contributions:

(1) Any portion of salary or
compensation of an individual who is
the target of a promotional activity;

(2) Any land costs other than
allowable costs for office space;

(3) Depreciation;

(4) The cost of refreshments and
related equipment provided to office
staff;

(5) The cost of insuring articles owned
by private individuals;

(6) The cost of any arrangement which
has the effect of reducing the selling
price of an agricultural commodity;

(7) The cost of product development
or product modifications;

(8) Slotting fees or similar sales
expenditures;

(9) Funds, services, or personnel
provided by any U.S. government
agency;

(10) Capital investments made by a
third party, such as permanent
structures, real estate, and the purchase
of office equipment and furniture;

(12) The value of any services
generated by a Cooperator or third party
which involve no expenditure by the
Cooperator or third party, e.g., free
publicity;

(12) Membership fees in clubs and
social organizations; and

(13) costs included as contributions
for any other federally-assisted project
or program.

(b) The Deputy Administrator shall
determine, at the Deputy
Administrator’s discretion, whether any
cost not expressly listed in this section
may be included by the Cooperator as
an eligible contribution.

§1550.52 What are the guidelines for
computing the value of non-cash
contributions?

(a) Computing the value of an
individual’s time. If an individual’s
salary is known, allocate the
individual’s salary on the basis of time
spent on foreign market development
activities. If the individual’s salary is
unknown, claim up to the equivalent of
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a step 10, GS-15 for professional
personnel and up to the current
estimated industry rate at the person’s
level of employment for nonprofessional
personnel.

(b) Computing the value of indirect
expenditures. Allocate value on the
basis of sound management and
accounting procedures when
considering indirect expenditures, such
as overhead and facilities, which are
furnished by the industry.

§1550.53 What are the requirements for
documenting and reporting contributions?

(a) Each claimed contribution must be
documented by the Cooperator, showing
the method of computing non-cash
contributions, salaries, and travel
expenses.

(b) Each Cooperator must keep
records of the methods used to compute
the value of non-cash contributions, and

(1) Copies of invoices or receipts for
expenses paid by the U.S. industry and
not reimbursed by the Cooperator for
the joint activity; or

(2) If invoices are not available, an
itemized statement from the U.S.
industry as to what costs it incurred
pursuant to the joint activity; or

(3) If neither of the foregoing is
available, a statement from the U.S.
industry as to what goods and services
it provided; or

(4) If none of the foregoing are
available, a memo to the files of the U.S.
Cooperator’s estimate of what
contributions were made by the U.S.
industry, item by item, and the method
used to assign a value to each.

(c) Each Cooperator must report its
contributions as described in §1550.70

(a).

§1550.54 What expenditures may FAS
reimburse under the Cooperator program?

(a) A Cooperator may seek
reimbursement for an expenditure if:

(1) The expenditure is reasonable and
has been made in furtherance of a
market development activity; and

(2) The Cooperator has not been or
will not be reimbursed for such
expenditure by any other source.

(b) Subject to paragraph (a) of this
section, FAS will reimburse, in whole or
in part, the cost of:

(1) Production and placement of
advertising in print or electronic media
or on billboards or posters;

(2) Production and distribution of
banners, recipe cards, table tents, shelf
talkers, and similar point of sale
materials;

(3) Direct mail advertising;

(4) Food service promotions, product
demonstrations to the trade, and
distribution of promotional samples;

(5) Temporary displays and rental of
space for temporary displays;

(6) Fees for participation in retail and
trade exhibits and shows, and booth
construction and transportation of
related materials to such exhibits and
shows;

(7) Trade seminars, including space
rental, equipment rental, and
duplication of seminar materials;

(8) Production and distribution of
publications;

(9) Part-time contractors, such as
interpreters, translators, and
receptionists, to help with the
implementation of promotional
activities, such as trade shows, food
service promotions, and trade seminars;

(10) Giveaways, awards, prizes, gifts,
and other similar promotional materials,
subject to the limitation that FAS will
not reimburse more than $1.00 per item;

(11) Compensation and allowances for
housing, educational tuition, and cost of
living adjustments paid to U.S. citizen
employees or U.S. citizen contractors
stationed overseas, subject to the
limitation that FAS shall not reimburse
that portion of:

(i) The total of compensation and
allowances that exceed 125 percent of
the level of a GS-15, Step 10 salary for
U.S. Government employees, and

(ii) Allowances that exceed the rate
authorized for U.S. Embassy personnel;

(12) Foreign transfer, temporary
lodging, and post hardship differential
allowances for U.S. citizen employees;

(13) Approved salaries or
compensation for non-U.S. citizens and
non-U.S. contractors. Generally, FAS
will not reimburse any portion of a non-
U.S. citizen employee’s compensation
that exceeds the compensation
prescribed for the most comparable
position in the Foreign Service National
(FSN) salary plan applicable to the
country in which the employee works.
However, if the local FSN salary plan is
inappropriate, a Cooperator may request
a higher level of reimbursement for a
non-U.S. citizen in accordance with
§1550.20 (b)(8);

(14) A retroactive salary adjustment
that conforms to a change in FSN salary
plans, effective as of the date of such
change;

(15) Accrued annual leave at such
time when employment is terminated or
when required by local law;

(16) Overtime paid to clerical staff;

(17) Fees for professional and
consultant services;

(18) Air travel, plus passports, visas,
and inoculations, subject to the
limitation that FAS will not reimburse
any portion of air travel in excess of the
full fare economy rate or when the |
Cooperator fails to notify the Attach/

Counselor in the destination country in
advance of the travel, unless the Deputy
Administrator determines it was
impractical to provide such notification;

(19) Per diem, subject to the limitation
that FAS will not reimburse per diem in
excess of the rates allowed under the
U.S. Federal Travel Regulation (41 CFR
Chapters 300 through 304);

(20) Automobile mileage at the local
U.S. Embassy rate, or rental cars while
in travel status;

(21) Other allowable expenditures
while in travel status as authorized by
the U.S. Federal Travel Regulation (41
CFR Chapters 300 through 304);

(22) An overseas office, including
rent, utilities, communications
originating overseas, office supplies,
accident liability insurance premiums,
and legal and accounting services;

(23) The purchase, lease, or repair of,
or insurance premiums for, property
that has an expected useful life of at
least one year, such as furniture,
equipment, machinery, removable
fixtures, floor coverings, and computer
hardware and software;

(24) Office decor, such as draperies or
blinds;

(25) Premiums for health or accident
insurance or other benefits for foreign
national employees that the employer is
required by law to pay;

(26) Accident liability insurance
premiums for facilities used jointly with
third party participants for Cooperator
program activities, or such insurance
premiums for travel of non-Cooperator
personnel;

(27) Market research;

(28) Evaluations, if not required by
FAS to ensure compliance with program
requirements;

(29) Legal fees to obtain advice on the
host country’s labor laws;

(30) Employment agency fees;

(31) STRE, including breakfast, lunch,
dinner, receptions, and refreshments at
activities; miscellaneous courtesies such
as checkroom fees, taxi fares, and tips;
and decorations for a special
promotional occasion;

(32) Educational travel of dependent
children, visitation travel, rest and
recuperation travel, home leave travel,
and emergency visitation travel for U.S.
overseas employees as allowed under
the Foreign Affairs Manual,

(33) Evacuation payments (safe
haven), and shipment and storage of
household goods and motor vehicles;

(34) Demonstration projects;

(35) Purchase of trade and business
periodicals containing material related
to market development activities for use
by overseas staffs;

(36) Training expenses in the U.S. for
FSNs;
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(37) Language training for U.S. citizen
employees at the foreign post of
assignment;

(38) Forward year financial
obligations required by local law or
custom; such as severance pay,
attributable to employment of foreign
nationals; or forfeiture of rent or
deposits, attributable to the closure of
an office;

(39) Fees for storage of necessary
program materials;

(40) Shipment of samples or other
program materials from the U.S. to
foreign countries; and

(41) That portion of airtime for
wireless phones that is devoted to
program activities and monthly service
fees prorated at the proportion of
program-related airtime to total airtime.

§1550.55 What expenditures may not be
reimbursed under the Cooperator program?

(a) FAS will not reimburse
expenditures made prior to approval of
a Cooperator’s program, unreasonable
expenditures, or any cost of:

(1) Expenses, fines, settlements, or
claims resulting from suits, challenges,
or disputes emanating from employment
terms, conditions, contract provisions,
or related formalities;

(2) Product development, product
modification, or product research;

(3) Product samples;

(4) Slotting fees or similar sales
expenditures;

(5) The purchase, construction, or
lease of space for permanent displays,
i.e., displays lasting beyond one
marketing plan year;

(6) Office parking fees;

(7) Coupon redemption or price
discounts;

(8) Refundable deposits or advances;
(9) Giveaways, awards, prizes, gifts,
and other similar promotional materials

in excess of $1.00 per item;

(10) Alcoholic beverages that are not
an integral part of a promotional
activity;

(11) The purchase, lease (except for
use in authorized travel status), or repair
of motor vehicles;

(12) Travel of applicants for
employment interviews;

(13) Unused non-refundable airline
tickets or associated penalty fees, except
where travel is restricted by U.S.
government action or advisory;

(14) Any arrangement which has the
effect of reducing the selling price of an
agricultural commodity;

(15) Goods and services and salaries
of third party personnel;

(16) Membership fees in clubs and
social organizations;

(17) Indemnity and fidelity bonds;

(18) Fees for participating in U.S.
Government sponsored activities, other
than trade fairs, shows, and exhibits;

(19) Business cards;

(20) Seasonal greeting cards;

(21) Subscriptions to non-trade
related publications;

(22) Credit card fees;

(23) Refreshments, or related
equipment, for office staff;

(24) Insurance on household goods
and personal effects, including
privately-owned automobiles, whether
overseas or stored in the U.S., belonging
to U.S. citizen employees;

(25) Home office domestic
administrative expenses, including
communication costs;

(26) Payment of U.S. or foreign
employee’s or contractor’s share of
personal taxes, except as legally
required in a foreign country;

(27) Wireless phone equipment,
equipment repair, insurance, and other
related charges;

(28) STRE expenses incurred in the
u.s;

(29) Entertainment, e.g., amusements,
diversions, cover charges, personal gifts,
or tickets to theatrical or sporting
events;

(30) Functions (including receptions
and meals at Cooperator staff
conferences) at which target groups,
such as members of the overseas trade,
opinion leaders, foreign government
officials, and other similar groups, are
not present; or

(31) Promotions directed at
consumers purchasing in their
individual capacity.

(b) The Deputy Administrator may
determine, at the Deputy
Administrator’s discretion, whether any
cost not expressly listed in this section
will be reimbursed.

(c) FAS will reimburse for expenses
incurred up to 30 calendar days beyond
the conclusion of the marketing plan
year.

§1550.56 How are Cooperators
reimbursed?

(a) A format for reimbursement claims
is available from the Director, Marketing
Operations Staff, FAS, USDA. Claims
for reimbursement shall contain at least
the following information:

(1) Activity code;

(2) Country code;

(3) Cost category;

(4) Amount to be reimbursed or
credited;

(5) If applicable, any reduction in the
amount of reimbursement claimed to
offset FAS demand for refund of
amounts previously reimbursed, and
reference to the relevant Compliance
Report; and

(6) If applicable, any amount
previously claimed that has not been
reimbursed.

(b) All claims for reimbursement shall
be submitted by the Cooperator’s U.S.
office to the Director, Marketing
Operations Staff, FAS, USDA.

(c) FAS will not reimburse claims
submitted later than 6 months after the
end of a marketing plan year.

(d) If FAS overpays a reimbursement
claim, the Cooperator shall repay FAS
within 30 days the amount of the
overpayment either by submitting a
check payable to FAS or by offsetting its
next reimbursement claim.

(e) If a Cooperator receives a
reimbursement or offsets an advanced
payment which is later disallowed, the
Cooperator shall within 30 days of such
disallowance repay FAS the amount
owed either by submitting a check
payable to FAS or by offsetting its next
reimbursement claim.

(f) The Cooperator shall report any
actions having a bearing on the
propriety of any claims for
reimbursement to the Attache/
Counselor and its U.S. office shall report
such actions in writing to the Division
Director(s).

§1550.57 Will FAS make advance
payments to a Cooperator?

(a) Policy. In general, FAS operates
the Cooperator program on a
reimbursable basis.

(b) Exception. Upon request, FAS may
make two types of advance payments to
a Cooperator. The first is a revolving
fund operating advance provided by
FAS only to Cooperators with foreign
offices supported with project funds.
The second is a special advance
payment used to pay an impending
large cost item. FAS will provide this
type of advance expense payment in
lieu of direct payments by FAS to
vendors or other third parties. All
Cooperators, with or without project
fund-supported foreign offices, are
eligible to request special advance
payments. Normally, special advance
payments received from FAS must be
liquidated by the Cooperator within 90
days from the date of receipt. Prior to
making an advance, FAS may require
the participant to submit security in a
form and amount acceptable to FAS to
protect FAS’ financial interests. FAS
will not make any special advance
payment to a Cooperator where a special
advance is outstanding from a prior
marketing plan year. Cooperators shall
deposit and maintain advances in
insured, interest-bearing accounts,
unless such accounts are prohibited by
law or custom of a host country.
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(c) Refunds due FAS. A participant
shall return any unexpended portion of
an advance, plus any interest earned,
either by submitting a check payable to
FAS or by offsetting its next
reimbursement claim. All checks shall
be mailed to the Director, Marketing
Operations Staff, FAS, USDA.

Subpart E—Reporting, Evaluation, and
Compliance

§1550.70 Must Cooperators report to
FAS?

(a) End-of-Year contribution report.
Not later than January 31 of the year
following the completion of the
marketing plan year, a Cooperator shall
submit two copies of a report which
identifies contributions made by the
Cooperator and the U.S. industry during
that marketing plan year. A suggested
format of a contribution report is
available on the FAS home page
(http://www.fas.usda.gov/mos/
programs/fnotice.html) on the Internet
or from the Director, Marketing
Operations Staff, FAS, USDA.

(b) Trip reports. Not later than 45 days
after completion of travel (other than
local travel), a Cooperator shall submit
a trip report. The report must include
the name(s) of the traveler(s), purpose of
travel, itinerary, names and affiliations
of contacts, and a brief summary of
findings, conclusions,
recommendations, or specific
accomplishments.

(c) Research reports. Not later than 6
months after the end of its marketing
plan year, a Cooperator shall submit a
report on any research conducted in
accordance with its application.

(d) Submission of reports. A
Cooperator shall submit the reports
required by this section to the
appropriate Division Director. Trip
reports and research reports shall also
be submitted to the appropriate Attache/
Counselor(s). All reports shall be in
English and include the Cooperator’s
agreement number, the countries and
period covered, and the date of the
report.

(e) Additional reports. FAS may
require the submission of additional
reports.

(f) Independent audit reports. A
Cooperator shall provide to the FAS
Compliance Review Staff, upon request,
any audit reports by independent public
accountants.

§1550.71 Are Cooperator documents
subject to the provisions of the Freedom of
Information Act?

(a) Documents submitted to FAS by
Cooperators are subject to the provisions
of the Freedom of Information Act
(FOIA), 5U.S.C. 552, 7 CFR part 1,

Subpart A—Official Records, and,
specifically, 7 CFR 1.11—Handling
Information from a Private Business.

(b) If requested by a person located in
the United States, a Cooperator shall
provide to such person a copy of any
document in its possession or control
containing market information
developed and produced under the
terms of its agreement. The Cooperator
may charge a fee not to exceed the costs
for assembling, duplicating, and
distributing the materials.

(c) The results of any research
conducted by a Cooperator under an
agreement shall be the property of the
U.S. Government.

§1550.72 How is program effectiveness
measured?

(a) The Government Performance and
Results Act (GPRA) of 1993 (5 U.S.C.
306; 31 U.S.C. 1105, 1115-1119, 3515,
9703-9704) requires performance
measurement of Federal programs,
including the Cooperator program.
Evaluation of the Cooperator program’s
effectiveness will depend on a clear
statement by each Cooperator of the
constraints and opportunities facing
U.S. exports, goals to be met within a
specified time, a schedule of measurable
milestones for gauging success, a plan
for achievement, and reports of activity
results.

(b) Evaluation is an integral element
of program planning and
implementation, providing the basis for
the strategic plan. The evaluation results
guide the development and scope of a
Cooperator’s program, contribute to
program accountability, and provide
evidence of program effectiveness.

(c) A Cooperator shall conduct
periodic evaluations of its program and
activities and may contract with an
independent evaluator to satisfy this
requirement. FAS reserves the right to
have direct input and control over
design, scope, and methodology of any
such evaluation, including direct
contact with and provision of guidance
to the independent evaluator.

(d) A Cooperator shall complete at
least one program evaluation each year.
Actual scope and timing of the program
evaluation shall be determined by the
Cooperator and the Division Director
and specified in the Cooperator’s
application approval letter. A program
evaluation shall contain:

(1) The name of the party conducting
the evaluation;

(2) The activities covered by the
evaluation;

(3) A concise statement of the
constraint(s) and opportunities and the
goals specified in the application;

(4) A description of the evaluation
methodology;

(5) A description of additional export
sales achieved, including the ratio of
additional export sales in relation to
Cooperator program funding received;

(6) A summary of the findings,
including an analysis of the strengths
and weaknesses of the program(s); and

(7) Recommendations for future
programs.

(e) A Cooperator shall submit, via a
cover letter to the Division Director, an
executive summary which assesses the
program evaluation’s findings and
recommendations and proposes changes
in program strategy or design as a result
of the evaluation.

§1550.73 Are Cooperators penalized for
failing to make required contributions?

A Cooperator’s contribution
requirement is specified in the
Cooperator program allocation letter. If
a Cooperator fails to contribute the
amount specified in its allocation
approval letter, the Cooperator shall pay
to FAS in U.S. dollars the difference
between the amount it has contributed
and the amount specified in the
allocation approval letter. A Cooperator
shall remit such payment by December
31 following the end of the marketing
plan year.

§1550.74 How is Cooperator program
compliance monitored?

(a) The Compliance Review Staff
(CRS), FAS, performs periodic on-site
reviews of Cooperators to ensure
compliance with this part.

(b) In order to verify that federal funds
received by a Cooperator do not
supplant private or U.S. industry funds
or contributions pursuant to
§1550.20(a)(14), FAS will consider the
Cooperator’s overall marketing budget
from year to year, variations in
promotional strategies within a country
or region, and new markets.

(c) The Director, CRS, will notify a
Cooperator through a compliance report
when it appears that FAS may be
entitled to recover funds from that
Cooperator. The compliance report will
state the basis for this action.

§1550.75 How does a Cooperator respond
to a compliance report?

(a) A Cooperator shall, within 60 days
of the date of the compliance report,
submit a written response to the
Director, CRS. This response shall
include any money owed to FAS if the
Cooperator does not wish to contest the
compliance report. The Director, CRS, at
the Director’s discretion, may extend the
period for response up to an additional
30 days. If the Cooperator does not
respond to the compliance report within
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the required time period or, if after
review of the Cooperator’s response, the
Director, CRS, determines that FAS may
be entitled to recover funds from the
Cooperator, the Director, CRS, will refer
the compliance report to the Deputy
Administrator.

(b) If, after review of the compliance
report and response, the Deputy
Administrator determines that the
Cooperator owes money to FAS, the
Deputy Administrator will so inform the
Cooperator. The Deputy Administrator
may initiate action to collect such
amount pursuant to 7 CFR Part 1403,
Debt Settlement Policies and
Procedures. Determinations of the
Deputy Administrator will be in writing
and in sufficient detail to inform the
Cooperator of the basis for the
determination. The Cooperator has 30
days from the date of the Deputy
Administrator’s initial determination to
submit any money owed to FAS or to
request reconsideration.

§1550.76 Can a Cooperator appeal the
determinations of the Deputy
Administrator?

(a) The Cooperator may appeal the
determinations of the Deputy
Administrator to the Administrator. An
appeal must be in writing and be
submitted to the Office of the
Administrator within 30 days following
the date of the initial determination by
the Deputy Administrator or the
determination on reconsideration. The
Cooperator may request a hearing.

(b) If the Cooperator submits its
appeal and requests a hearing, the
Administrator, or the Administrator’s
designee, will set a date and time,
generally within 60 days. The hearing
will be an informal proceeding. A
transcript will not ordinarily be
prepared unless the Cooperator bears
the cost of a transcript; however, the
Administrator may have a transcript
prepared at FAS’s expense.

(c) The Administrator will base the
determination on appeal upon
information contained in the
administrative record and will endeavor
to make a determination within 60 days
after submission of the appeal, hearing,
or receipt of any transcript, whichever
is later. The determination of the
Administrator will be the final
determination of FAS. The Cooperator
must exhaust all administrative
remedies contained in this section
before pursuing judicial review of a
determination by the Administrator.

Signed at Washington, D.C., on September
23, 1999.

Timothy J. Galvin,

Administrator, Foreign Agricultural Service.
[FR Doc. 99-25415 Filed 9-29-99; 8:45 am]
BILLING CODE 3410-10-P

DEPARTMENT OF THE TREASURY

Office of the Comptroller of the
Currency

12 CFR Part 30
[Docket No. 99-12]
RIN 1557-AB73

Guidelines Establishing Year 2000
Standards for Safety and Soundness
for National Bank Transfer Agents and
Broker-Dealers

AGENCY: Office of the Comptroller of the
Currency, Treasury.

ACTION: Interim rule with request for
comment.

SUMMARY: The Office of the Comptroller
of the Currency (OCC) is issuing interim
guidelines (Supplemental Guidelines)
establishing Year 2000 standards for
safety and soundness for national bank
transfer agents and brokers or dealers
pursuant to section 39 of the Federal
Deposit Insurance Act (FDI Act). Last
year, the OCC, together with the other
member agencies of the Federal
Financial Institutions Examination
Council (FFIEC), published joint
Guidelines (Year 2000 Guidelines)
establishing standards for safety and
soundness that insured depository
institutions must follow to ensure the
Year 2000 readiness of their mission-
critical systems. These Supplemental
Guidelines complement the Year 2000
Guidelines by describing two essential
steps that national banks and, in certain
cases, national bank operating
subsidiaries, and Federal branches that
are subject to the provisions of section
39 of the FDI Act must take to ensure
the Year 2000 readiness of their transfer
agent and broker or dealer automated
systems.

DATES: This interim rule is effective on
September 30, 1999. Comments must be
received by November 29, 1999.
ADDRESSES: Direct comments to the
Office of the Comptroller of the
Currency, Communications Division,
250 E Street, SW, Washington, DC
20219, Attention: Docket No. 99-12.
Comments may be inspected and
photocopied at the same location. In
addition, comments may be sent by fax
to (202) 874-5274 or by electronic mail
to regs.comments@occ.treas.gov.

FOR FURTHER INFORMATION CONTACT: Karl
Betz, Attorney, Legislative and
Regulatory Activities (202) 874-5090;
Stuart E. Feldstein, Assistant Director,
Legislative and Regulatory Activities
(202) 874-5090; Joe Malott, National
Bank Examiner (202) 874-4967; or
Vaughn Folks, National Bank Examiner
(202) 874-4270.

SUPPLEMENTARY INFORMATION:

Background

Pursuant to section 39 of the FDI Act
(12 U.S.C. 1831p-1), the OCC is issuing
Supplemental Guidelines establishing
Year 2000 standards for safety and
soundness for the following: (1)
Registered transfer agents that are
national banks, national bank operating
subsidiaries, and Federal branches
subject to the provisions of section 39 of
the FDI Act (bank transfer agents); and
(2) national banks and Federal branches
subject to the provisions of section 39 of
the FDI Act that effect securities
brokerage or dealer transactions (bank
brokers or dealers).1 These standards
apply to transfer agent and broker or
dealer systems that have not been
designated as mission-critical and,
therefore, are not covered under the
Year 2000 Guidelines jointly issued by
the OCC and the other member agencies
of the FFIEC (collectively, the
Agencies) 2, which also implement
section 39 of the FDI Act. The Securities
and Exchange Commission (SEC)
recently approved a rule for non-bank
transfer agents and broker-dealers that
further highlights these risks. See Year
2000 Operational Capability
Requirements for Registered Broker-
Dealers and Transfer Agents, 64 FR
42012 (August 3, 1999) (imposing Year
2000 readiness requirements on non-
bank transfer agents and broker-
dealers).3

On October 15, 1998, the Agencies
issued joint interim final guidelines
(YYear 2000 Guidelines) establishing
Year 2000 standards for safety and

1Section 39 requires each appropriate Federal
banking agency to establish operational and
managerial standards relating to, among other
things, internal controls, information systems, and
internal audit systems, or such other standards as
each agency determines to be appropriate.

2The OCC, the Board of Governors of the Federal
Reserve System (Board), the Federal Deposit
Insurance Corporation (FDIC), and the Office of
Thrift Supervision (OTS) jointly issued the Year
2000 Guidelines.

3The SEC's rule requires broker-dealers and non-
bank transfer agents to file a notice regarding any
Year 2000 problems with the SEC by August 31,
1999, but allows firms that have Year 2000
problems to continue to operate if they certify that
they will complete their Year 2000 efforts no later
than November 15, 1999. Firms that are not Year
2000 compliant on November 15 will be required
to cease operations by December 1, 1999.
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soundness pursuant to section 39 of the
FDI Act. 63 FR 55480 (Oct. 15, 1998).
The Year 2000 Guidelines describe
certain essential steps that each insured
depository institution must take in order
to achieve Year 2000 readiness of its
mission-critical systems.

The Supplemental Guidelines
complement but do not supersede the
existing Year 2000 Guidelines.
Therefore, if a national bank has
designated or should have designated a
transfer agent or broker-dealer system as
mission-critical, the standards
contained in the Year 2000 Guidelines
continue to apply to these systems,
including the renovation, testing, and
contingency planning deadlines that are
earlier than the deadlines contained in
the Supplemental Guidelines.

The FFIEC has also issued Guidance
Concerning Fiduciary Services and Year
2000 Readiness (September 2, 1998).
This issuance instructed financial
institutions that offer transfer agent
services to clients to ensure that they
address any Year 2000 concerns,
particularly those associated with the
use of automated transfer agent systems.
The Supplemental Guidelines
complement this guidance by providing
specific instructions on the steps
national banks, and where applicable,
their operating subsidiaries, or Federal
branches that are subject to section 39
of the FDI Act must take at a minimum
to ensure that their automated transfer
agent and broker or dealer systems are
Year 2000 ready.

The OCC anticipates that most bank
transfer agents and bank brokers or
dealers will already have satisfied the
safety and soundness standards set forth
in the Supplemental Guidelines. Plans
or procedures that a national bank has
already adopted may suffice for
purposes of complying with the
Supplemental Guidelines if they have
been deemed acceptable by the OCC.
However, the Supplemental Guidelines
will help ensure that non-mission-
critical transfer agent and broker or
dealer systems are Year 2000 ready.

Description of Supplemental Guidelines
Definitions (Section C.)

The Supplemental Guidelines define
certain key terms to help clarify the
types of actions national banks and,
where applicable, national bank
operating subsidiaries, and Federal
branches that are subject to the
provisions of section 39 of the FDI Act,
are expected to undertake. In addition to
those terms previously defined in the
Year 2000 Guidelines, these
Supplemental Guidelines define the

terms “‘bank transfer agent,” ““bank
broker or dealer,” and “system.”

For example, the term “‘bank transfer
agent” covers a national bank that
provides transfer agent services directly
or through an operating subsidiary, or a
Federal branch that is subject to the
provisions of section 39 of the FDI Act,
and either the national bank, operating
subsidiary or Federal branch is a
registered transfer agent whose
appropriate regulatory agency, as that
term is defined in 15 U.S.C. 78c(a)(34),
is the OCC.4 For purposes of these
Supplemental Guidelines, the term
“bank transfer agent” does not cover a
transfer agent that qualifies as an issuer
or small transfer agent as these terms are
defined under SEC rules. 17 CFR
240.17Ad-13(d)(1) and (2).

The term “‘bank broker or dealer”
means a national bank or a Federal
branch that is subject to the provisions
of section 39 of the FDI Act, that effects
securities brokerage or dealer
transactions for customers. This
definition does not include operating
subsidiaries of national banks because
national bank operating subsidiaries are
subject to the SEC’s regulations. For
purposes of these Supplemental
Guidelines, the term ‘‘bank broker or
dealer” does not cover a national bank
effecting fewer than 500 securities
brokerage transactions per year for
customers over the prior three calender
year period.5

Year 2000 Standards for Safety and
Soundness (Section D.)

The Supplemental Guidelines impose
two requirements. First, no later than
November 1, 1999, each bank transfer
agent and broker or dealer must identify
all transfer agent or broker or dealer
systems that are not Year 2000 ready.
Second, for each non-Year 2000 ready
transfer agent or broker or dealer system
the bank transfer agent or bank broker
or dealer must develop and implement
an effective written business resumption
contingency plan by November 15,
1999. Among other things, this
contingency plan must describe how the
bank transfer agent or bank broker or

4The OCC is the appropriate regulatory agency
for operating subsidiaries of national banks that are
registered transfer agents. The Securities Exchange
Act of 1934 defines “appropriate regulatory
agency,” when used with respect to transfer agents,
as ‘‘the Comptroller of the Currency, in the case of
a national bank or a bank operating under the Code
of Law for the District of Columbia, or a subsidiary
of any such bank.” 15 U.S.C. 78(c)(a)(34)(B)(i)
(emphasis added).

5This exception is drawn from existing OCC
provisions in 12 CFR Part 12 exempting national
banks that do not engage in extensive securities
transactions from the specific recordkeeping and
securities policies and procedures set forth in that
part.

dealer will mitigate the risks associated
with the failure of the transfer agent and
broker or dealer systems.

As noted earlier, plans and
procedures already adopted may suffice
if the OCC has deemed them acceptable.
Nevertheless, contingency planning is a
dynamic process. A contingency plan
may become inadequate at a later date
if it is not revised to address current
needs. Accordingly, each bank transfer
agent and bank broker or dealer must
continue to update the contingency
plans they have developed and
implemented, as needed, to ensure the
plans remain effective.

This interim rule also updates 12 CFR
part 30 pertaining to safety and
soundness standards issued under
section 39 of the FDI Act. The
Supplemental Guidelines published
today will appear as appendix C to part
30. This interim rule makes minor
conforming amendments to part 30 to
incorporate appropriate references to
the Supplemental Guidelines.

This interim rule makes no
substantive change to part 30.

Request for Comment

The OCC invites comment on all
aspects of the Supplemental Guidelines.

Request for Comments on Plain
Language

On June 1, 1998, the President issued
a Memorandum directing each agency
in the Executive branch to write its rules
in plain language. This directive is
effective for all new proposed and final
rulemaking documents issued on or
after January 1, 1999. The OCC invites
comments on how to make this interim
rule clearer. For example, you may wish
to discuss: (1) Whether we have
organized the material to suit your
needs; (2) whether the requirements of
this interim rule are clear; or (3)
whether there is something else we
could do to make this rule easier to
understand.

Request for Comment on Impact of
Guidelines on Community Banks

The OCC also seeks comments on the
impact of this interim rule on
community banks. The OCC recognizes
that community banks operate with
more limited resources than larger
institutions and may present a different
risk profile. Thus, the OCC specifically
requests comments on the impact of this
interim rule on community banks’
current resources and available
personnel with the requisite expertise,
and whether the goals of the interim
rule could be achieved, for community
banks, through an alternative approach.
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Effective Date

The OCC finds good cause for issuing
this interim rule effective immediately,
without prior notice and comment. (Cf.
5 U.S.C. 553(b)(B) (Administrative
Procedure Act (APA) provision
permitting an agency to issue a rule
without prior notice and comment when
the agency for good cause finds that
notice and public procedure thereon are
impracticable, unnecessary, or contrary
to the public interest); 5 U.S.C. 553(d)
(good cause exception to APA
requirement for a 30-day delayed
effective date for interim rule); 12 U.S.C.
4802(b)(1) (good cause exception to the
CDRIA requirement that the Federal
banking agencies make rules effective
on the first day of a calender quarter
which begins on or after the date on
which the regulations are published in
final form). Making this interim rule
effective immediately is essential for
ensuring that the OCC can properly and
timely address the Year 2000 problem
and that insured depository institutions
can achieve Year 2000 readiness in the
relatively short time remaining before
Year 2000 problems may begin to occur.
The OCC notes that Congress recently
underscored the importance and
urgency of ensuring Year 2000 readiness
in the financial services sector by
passing the Examination Parity and Year
2000 Readiness for Financial
Institutions Act, Public Law 105-164,
sec. 2, 112 Stat. 32, 32 (1998). Congress
expressly found that the Year 2000
problem poses a serious challenge to the
American economy, including the
Nation’s banking and financial services
industries, and that Federal financial
regulatory agencies must have sufficient
examination authority to ensure that the
safety and soundness of the Nation’s
financial institutions will not be at risk.
See also the Y2K Act, Pub. L. 106-37,
113 Stat. 185 (July 20, 1999) (addressing
the economic threat posed by Year 2000
problems). Under these circumstances,
the OCC concludes that it has good
cause for issuing this interim rule with
an immediate effective date, without
prior notice and comment. Nevertheless,
the OCC is inviting comment and will
consider the comments received before
finalizing the rule.

Regulatory Flexibility Act Analysis

An initial regulatory flexibility
analysis under the Regulatory
Flexibility Act (RFA) is required when
an agency is required to publish a
general notice of proposed rulemaking.
5 U.S.C. 603. As noted above, the OCC
concluded, for good cause, that this
interim rule should take immediate
effect and, therefore, that a notice of

proposed rulemaking is not required.
Accordingly, the RFA does not require
an initial regulatory flexibility analysis
of this interim rule.

Nonetheless, the OCC has considered
the likely impact of this interim rule on
small entities and believes that this
interim rule will not have a significant
economic impact on a substantial
number of small entities. The potential
inability of computers to correctly
recognize certain dates in 1999, and on
and after January 1, 2000, compels all
national banks, including small national
banks, to formulate appropriate and
timely management responses. The
interim rule provides a procedural
framework for formulating that response
and reiterates the OCC’s expectations
regarding appropriate business practices
for achieving Year 2000 readiness. For
example, as indicated earlier in this
preamble, plans and procedures that
bank transfer agents and bank broker or
dealers have already developed to
achieve Year 2000 readiness can satisfy
the Supplemental Guidelines if they
have been deemed acceptable by the
OcCC.

The OCC invites interested persons to
submit comments on the impact of the
interim rule on small entities for
consideration in the development of the
final rule.

Paperwork Reduction Act

The OCC invites comment on:

(1) Whether the proposed collection
of information contained in the
Supplemental Guidelines are necessary
for the proper performance of the OCC'’s
functions, including whether the
information has practical utility;

(2) The accuracy of the OCC’s
estimate of the burden of the proposed
information collection;

(3) Ways to enhance the quality,
utility, and clarity of the information to
be collected;

(4) Ways to minimize the burden of
the information collection on
respondents, including the use of
automated collection techniques or
other forms of information technology;
and

(5) Estimates of capital or start-up
costs and costs of operation, minutes,
and purchase of services to provide
information.

The collection of information
requirement contained in this interim
rule has been submitted to and
approved by the OMB under its
emergency procedures and in
accordance with the Paperwork
Reduction Act of 1995. 44 U.S.C. 3507.
Since OMB clearance is for a six-month
period, OCC will use any comments
received to develop its renewed request

if appropriate. Comments on the
collection of information should be sent
to the Office of Management and
Budget, Paperwork Reduction Project
(1557-0214), Washington, DC 20503,
with a copy to the Communications
Division (1557-0214), Office of the
Comptroller of the Currency, 250 E
Street, SW, Washington, DC 20219.

Respondents and recordkeepers are
not required to respond to this
collection of information unless it
displays a currently valid Office of
Management and Budget (OMB) control
number. The OMB Control Number for
this collection is 1557-0214.

In addition to the paperwork usually
maintained by a national bank in the
regular course of business, the
Supplemental Guidelines impose some
additional paperwork burden. This
burden is found in appendix C, section
D to part 30. The OCC needs this
information to assess a national bank’s
compliance with the Supplemental
Guidelines set forth in appendix C. The
likely respondents are national banks.

Estimated number of respondents: 98.

Estimated average annual burden
hours per respondent: 1.6 hours.6

Estimated total annual recordkeeping
burden: 161 hours.

Executive Order 12866

The OCC has determined that this
interim rule is not a significant
regulatory action under Executive Order
12866.

Unfunded Mandates Reform Act
Analysis

The Unfunded Mandates Reform Act
of 1995 (UMA), Public Law 104—4,
applies only when an agency is required
to issue a general notice of proposed
rulemaking or a final rule for which a
general notice of proposed rulemaking
was published. 2 U.S.C. 1532. As noted
earlier, the OCC has concluded, for good
cause, that a notice of proposed
rulemaking is not required.
Accordingly, the OCC has concluded
that the UMA does not require an
unfunded mandates analysis of this
interim rule.

Moreover, the OCC believes that the
interim rule will not result in
expenditures by State, local, and tribal
governments, or by the private sector, of
more than $100 million in any one year.

6Consistent with guidance provided by the Office
of Management and Budget, the burden hour
estimate is presented as an average for all national
banks subject to the Supplemental Guidelines. Most
of the paperwork burden associated with this
interim rule results from the requirement to prepare
a contingency plan. The OCC expects that only a
small percentage of the national banks covered by
these guidelines will be required to prepare a
contingency plan.
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Accordingly, the OCC has not prepared
a budgetary impact statement or
specifically addressed the regulatory
alternatives considered.

List of Subjects in 12 CFR Part 30

Administrative practice and
procedure, National banks, Reporting
and recordkeeping requirements, Safety
and soundness.

Authority and Issuance

For the reasons set out in the
preamble, part 30 of chapter | of title 12
of the Code of Federal Regulations is
amended as set forth below:

PART 30—SAFETY AND SOUNDNESS
STANDARDS

1. The authority citation for part 30 is
revised to read as follows:

Authority: 12 U.S.C. 93a, 1818, 1831p-1,
3102(b).

2.1n 830.2, the last sentence is
revised to read as follows:

§30.2 Purpose.

* * * The Interagency Guidelines
Establishing Standards for Safety and
Soundness are set forth in appendix A
to this part, the Interagency Guidelines
Establishing Year 2000 Standards for
Safety and Soundness are set forth in
appendix B to this part, and the
Supplemental Guidelines Establishing
Year 2000 Standards for Safety and
Soundness for National Bank Transfer
Agents and Brokers or Dealers are set
forth in appendix C to this part.

3. In §30.3, paragraph (a) is revised to
read as follows:

§30.3 Determination and notification of
failure to meet safety and soundness
standard and request for compliance plan.

(a) Determination. The OCC may,
based upon an examination, inspection,
or any other information that becomes
available to the OCC, determine that a
bank has failed to satisfy the safety and
soundness standards contained in the
Interagency Guidelines Establishing
Standards for Safety and Soundness set
forth in appendix A to this part, the
Interagency Guidelines Establishing
Year 2000 Standards for Safety and
Soundness set forth in appendix B to
this part, or the Guidelines Establishing
Year 2000 Standards for Safety and
Soundness for National Bank Transfer
Agents and Brokers or Dealers are set
forth in appendix C to this part.

* * * * *

4. A new appendix C is added to part
30 to read as follows:

Appendix C to Part 30—Supplemental
Guidelines Establishing Year 2000
Standards for Safety and Soundness for
National Bank Transfer Agents and
Brokers or Dealers

Table of Contents

A. Introduction.

B. Preservation of existing authority.

C. Definitions.

D. Year 2000 Standards for safety and
soundness.

A. Introduction

These Supplemental Guidelines are issued
pursuant to section 39 of the Federal Deposit
Insurance Act (FDI Act) (12 U.S.C. 1831p-1)
and apply to transfer agent and broker or
dealer systems that a national bank has not
designated as mission-critical. These
Supplemental Guidelines are in addition to,
but do not supersede, the Year 2000
Guidelines previously adopted as Appendix
B to 12 CFR Part 30. The Guidelines in
Appendix B continue to apply to efforts of
national banks to achieve Year 2000
readiness of their mission-critical systems.

B. Preservation of existing authority

Neither section 39 nor these Supplemental
Guidelines in any way limits the authority of
the OCC to address unsafe or unsound
practices, violations of law, unsafe or
unsound conditions, or other practices of
bank transfer agents and brokers or dealers.
For example, failure to complete any of the
standards set forth in the Supplemental
Guidelines may constitute an unsafe or
unsound practice under 12 U.S.C. 1818(b).
Action under section 39 and the
Supplemental Guidelines may be taken
independently of, in conjunction with, or in
addition to any other remedy, including
enforcement action, available to the OCC.

C. Definitions

1. In general. For purposes of the
Supplemental Guidelines the following
definitions apply:

a. Bank transfer agent means a national
bank that provides transfer agent services
directly or through an operating subsidiary,
or a Federal branch that is subject to the
provisions of section 39 of the FDI Act (12
U.S.C. 1831p-1), if the national bank,
operating subsidiary or Federal branch is a
registered transfer agent whose appropriate
regulatory agency, as that term is defined in
15 U.S.C. 78c(a)(34), is the Office of the
Comptroller of the Currency. The term bank
transfer agent does not include a transfer
agent that qualifies as an issuer or small
transfer agent, as these terms are defined in
17 CFR 240.17Ad-13(d) (1) and (2).

b. Bank broker or dealer means a national
bank that effects securities brokerage or
dealer transactions for customers, or a
Federal branch that is subject to the
provisions of section 39 of the FDI Act (12
U.S.C. 1831p-1). The term bank broker or
dealer does not include operating
subsidiaries of national banks. The term bank
broker or dealer does not include a national
bank effecting fewer than 500 securities
brokerage transactions per year for customers
during the prior three calendar year period.

c. System means an automated system and
related applications necessary to ensure the
prompt and accurate processing of securities
transactions, including order entry, transfer
execution, comparison, allocation, clearance
and settlement of securities transactions, the
maintenance of customer accounts, the
delivery of funds and securities, or the
production or retention of required records.

d. Business resumption contingency plan
means a plan that describes how a bank
transfer agent or bank broker or dealer will
continue to perform transfer agent or broker
or dealer functions, respectively, in the event
transfer agent or broker or dealer systems fail
to function because of Year 2000 readiness.

e. Year 2000 ready or readiness with
respect to a system means the system
accurately processes, calculates, compares, or
sequences date or time data from, into, or
between the 20th and 21st centuries; and the
years 1999 and 2000; and with regard to leap
year calculations.

D. Year 2000 standards for safety and
soundness

1. No later than November 1, 1999, each
bank transfer agent and bank broker or dealer
shall identify all transfer agent and broker or
dealer systems that are not Year 2000 ready.

2. For each system identified pursuant to
section D.1., each bank transfer agent and
bank broker or dealer shall develop and
implement an effective written business
resumption contingency plan by November
15, 1999, that, at a minimum:

a. Defines scenarios for transfer agent and
broker or dealer systems failing to achieve
Year 2000 readiness;

b. Evaluates options and selects a
reasonable contingency strategy for those
systems; and

c. Provides for independent testing of the
business resumption contingency plan by an
objective independent party (such as an
auditor, consultant, or qualified individual
from another area of the insured depository
institution who is independent of the plan
under review).

Dated: September 17, 1999.
John D. Hawke, Jr.,
Comptroller of the Currency.
[FR Doc. 99-25442 Filed 9-29-99; 8:45 am]
BILLING CODE 4810-33-P

SMALL BUSINESS ADMINISTRATION
13 CFR Part 107

Small Business Investment Companies

AGENCY: Small Business Administration.
ACTION: Final rule.

SUMMARY: In order to encourage small
business investment companies (SBICs)
to invest in inner cities and rural areas
and in businesses that serve such areas,
the Small Business Administration
(SBA) is introducing a new SBIC
investment category called low and
moderate income investments (LMI
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Investments). For each SBIC financing
that qualifies as an LMI Investment,
SBA is modifying its regulations on
control of the small business, ‘““cost of
money”’ of the financing, and term of
the financing. SBA also will make
available a patient form of debenture
leverage that may be issued only by
SBICs that make LMI Investments.
DATES: Effective Date: This final rule is
effective September 30, 1999.
Applicability Date: The regulatory and
financial incentives described in this
rule will apply only to investments
made after September 30, 1999.
FOR FURTHER INFORMATION CONTACT:
Saunders Miller, Investment Division, at
(202) 205-3646.
SUPPLEMENTARY INFORMATION: On
February 9, 1999, SBA proposed a
program of narrowly-tailored regulatory
and financial incentives to encourage
SBICs to expand their investment
activity into inner cities and rural areas.
See 64 FR 6256. The incentives were
proposed to be available to any SBIC
making qualified investments (LMI
Investments) in qualified small
businesses (LMI Enterprises) located in
or providing employment for
economically distressed inner cities and
rural areas (LMI Zones). The incentives
fell into two categories. First, SBA
proposed to allow SBICs greater
regulatory flexibility when structuring
and making LMI Investments. Second,
SBA proposed to make available a
deferred-interest debenture exclusively
for the financing of LMI Investments.
SBA received four comment letters on
the proposed rule during the 30-day
public comment period. Overall, the
four letters were supportive of SBA’s
initiative, although all of the letters
contained suggestions for improving the
proposal. This final rule incorporates
certain of the changes recommended in
those comment letters.

Defining Low and Moderate Income
Zones (LMI Zones)

SBA received two comments on the
definition of the markets targeted by the
proposed LMI initiative. The proposed
rule defined those markets as small
businesses that are located in certain
distressed geographic areas or that have
35 percent of their full time employees
residing in those areas.

One of the two comments suggested
that the final rule target historically
underserved entrepreneurs, regardless
of their business location, instead of
underserved geographic areas. The
other comment suggested expanding the
geographic areas identified in the
proposed rule to include some or all of
the markets targeted for economic

development by the Federal Home Loan
Banks. Those markets are set forth in the
Community Investment Cash Advance
regulation of the Federal Housing
Finance Board. They include any
project that provides jobs or services for
individuals with income levels at or
below certain levels, as well as projects
located in geographic areas broader than
the locations specified in SBA’s
proposed rule.

SBA considered the comments, but
has decided to adopt the proposed
definition of LMI Zone without change.
SBA'’s proposal was designed to bring
investment dollars into distressed urban
and rural areas to help revitalize those
communities and bring jobs to their
residents. Given the finite resources
available to the LMI initiative, any
expansion of the proposal to include
groups of individuals without regard to
their business locations or their
residences would dilute the impact of
the benefits SBA hopes will inure to the
targeted communities.

SBA also believes that, in order to be
successful, the definition of the targeted
markets must be easy for SBICs and SBA
examiners to use. SBA therefore
selected only those geographic areas
that are not only distressed, but are also
found on a government-operated
electronic address-database. Through
the use of these user-friendly databases,
SBICs and SBA examiners should be
able to quickly and easily determine
whether a given address is located in an
“LMI Zone™.

If SBA learns that other severely
distressed areas are also capable of
identification through a Government
electronic address-database, it might
consider expanding the targeted markets
of the LMI initiative at a later date.

As mentioned in the proposed rule,
SBA is exploring the possibility of
consolidating the various Government
databases into a single electronic
database at SBA. While that possibility
still exists, any such consolidation is
unlikely to be accomplished this
calendar year. Until SBICs are notified
otherwise, they should research
addresses through the various databases
referenced in this rule, and should
document their files accordingly.

As was stated in the proposed rule,
any address located in a HUBZone, an
Empowerment Zone, an Enterprise
Community, a Low or Moderate Income
area, or a Persistent Poverty county will
be considered to be located in an LMI
Zone. The government databases for
those five areas are:

1. HUBZones: www.sbha.gov/hubzone/
hubqual.html

2. Empowerment Zones: www.hud.gov/
ezec/locator/

3. Enterprise Communities: same as for
Empowerment Zones

4. Low and Moderate Income areas:
www.ffiec.gov/geocode

5. Persistent Poverty counties:
www.econ.ag.gov/epubs/other/
typolog

Defining LMI Enterprise

SBA received one comment on the
proposed definition of LMI Enterprise.
Under the proposal, a small business’s
qualification as an LMI Enterprise
would be determined as of the time the
business applies for SBIC financing.
This would be true whether the
business were qualifying under the
“principal place of business’ test or the
“percentage of employees” test.

The commenter pointed out that
determining a small business’s
qualification under the principal place
of business test ‘““as of the time of
application for SBIC financing” would
exclude those small businesses that
would use the proceeds of the SBIC
financing to move into an LMI Zone.
That is true. Similarly, determining a
small business’s qualification under the
percentage of employees test “‘as of the
time of application for SBIC financing”
would exclude those small business that
would use the proceeds of the SBIC
financing to expand their business and
hire new employees from LMI Zones.
SBA had thought that determining a
business’s qualification based only on
its intention to locate into or hire from
eligible areas would introduce too much
uncertainty into the program.

Upon reconsideration of the issue,
however, SBA believes that the rule can
be modified in a manner that will
encourage businesses to use SBIC
financing to locate in LMI Zones or to
hire residents of LMI Zones, while
minimizing the risk that the incentives
in this LMI initiative will be misused.
SBA believes this can be accomplished
by allowing companies that intend
either to locate in or to hire from an LMI
Zone a fixed period of time after closing
on their SBIC financing to do so. During
that time, the business would be
considered an LMI Enterprise. At the
end of the period, though, the business
would lose its LMI status if it had not
located in an LMI Zone or qualified as
an LMI Enterprise under the percentage
of employees test.

SBA believes that a company should
be able to establish its principal place of
business in an LMI Zone or hire
employees from an LMI Zone within
180 days from the date the SBIC
financing closes. Six months should be
ample time for a company to resolve any
zoning or other issues that might delay
the opening of the business in an LMI
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Zone or the hiring of residents from an
LMI Zone.

Accordingly, the final rule allows a
company to temporarily qualify as an
LMI Enterprise if, at the time of
application for SBIC financing, the
company certifies as to its intent to
locate its principal place of business in
an LMI Zone or its intent to hire the
required number of residents of LMI
Zones, in either case within 180 days
after the SBIC financing closes. At the
end of the 180-day period, if the
company does not have its principal
place of business in an LMI Zone or 35
percent of its employees residing in LMI
Zones, it will no longer qualify as an
LMI Enterprise. This means that the
SBIC’s financing of the company will no
longer qualify as an LMI Investment.

SBA has considered whether the SBIC
or the small business should bear the
risk of the small business’ loss of
qualification as an LMI Enterprise and
the financing’s loss of qualification as
an LMI Investment. If the loss of LMI
qualification constitutes a default by the
small business under the financing and
the SBIC can demand repayment or
redemption of the financing, the small
business bears most of the risk. If loss
of LMI qualification does not constitute
a default, the SBIC must continue to
hold its investment in the company and
must revise the terms of the financing to
conform to standard (non-LMI) SBA
regulations (e.g., minimum term, control
restrictions). In that event, the SBIC
alone bears the risk since the small
business gets the benefit of SBIC
financing on standard (non-LMI) terms.

SBA has concluded that the parties
themselves (the SBIC and the small
business) should determine who is to
bear the risk of the loss of LMI
qualification. The terms of the financing
agreement negotiated between the small
business and the SBIC should specify
whether the loss of qualification as an
LMI Enterprise constitutes a default by
the small business under the financing.
If the loss of qualification as an LMI
Enterprise does not constitute a default
under the financing agreement, the SBIC
must be sure that the terms of the
financing, going forward, satisfy SBA
requirements for non-LMI financings
(e.g., minimum term; control
restrictions). If the loss of qualification
as an LMI Enterprise does constitute a
default under the financing agreement,
the SBIC will be entitled to whatever
remedies are available to it for the
default.

The proposed version of § 107.610(e)
required each LMI Enterprise to certify
to the investing SBIC as to the location
of either its principal place of business
or the primary residences of all of its

full-time employees. The certification
was to be dated no earlier than the date
the small business applied for the SBIC
financing and was to be kept in the
SBIC’s files, along with the SBIC’s own
certification that the small business
qualifies as an LMI Enterprise and the
basis for such qualification.

The final version of § 107.610(e) still
requires certifications from both the
small business and the SBIC, but allows
a small business that is intending to
locate into an LMI Zone or to hire
residents of LMI Zones to so certify.
Any small business that qualifies as an
LMI Enterprise based on its intention to
locate in an LMI Zone or to hire
residents of LMI Zones must also
provide the SBIC with a later
certification, dated within the 180 day
period discussed above, certifying that
its principal place of business is located
in an LMI Zone or that it has 35 percent
of its employees residing in LMI Zones.
The SBIC must make its own
certification(s) contemporaneously with
the certification(s) of the small business.

SBA has made one final modification
to the definition of LMI Enterprise and
to §107.610(e). Since the term
“principal place of business” is
susceptible to more than one
interpretation, SBA has decided to
specify precisely what is intended by
the term as it relates to LMI Enterprises.
SBA believes that an LMI Enterprise’s
principal place of business should be
determined by reference to the location
of its employees or tangible assets, not
its books and records or its corporate
headquarters. This approach is similar
to the one used in §107.720(g)(1)(ii)—
SBA’s criteria for determining whether
a business is a non-U.S. business for
purposes of the prohibition on foreign
investments in the SBIC Program.

Under the final rule, SBA will
consider an LMI Enterprise to be located
where at least 50 percent of its
employees or tangible assets are located.
SBA realizes, though, that the use of the
term “principal place of business” may,
itself, cause confusion since that term
has already been defined differently in
other SBA programs. Accordingly, the
final rule replaces the term “principal
place of business’ with the “50% of
employees or tangible assets” test in the
definition of LMI Enterprise and in
§107.610(e).

Defining LMI Investment

As discussed in the proposed rule,
SBA wants to ensure that the SBIC
Program is used to promote true venture
capital financing in LMI Zones, not just
high-interest lending. SBA is also
concerned that LMI Enterprises that
receive SBIC financing not be precluded

from using their assets to secure third-
party debt. SBA therefore proposed that
LMI Investments be defined to include
only those SBIC financings that are in
the form of equity securities (as defined
in §107.800) or debt securities (as
defined in §107.815) which are
subordinated to all borrowings of the
business from financial institutions. The
proposed rule also required that LMI
Investments in the form of debt
securities be unsecured, although the
SBIC would have been permitted to
accept a guarantee of the debt security
if the guarantee were itself unsecured.

SBA received two comments on the
proposed definition of an LMI
Investment. Both comments argued in
favor of expanding the definition to
include debt securities that are secured
by the assets of the small business if the
security interest is junior to any other
secured debt of the business. The
commenters argued that excluding
secured financing of LMI Enterprises
would discourage SBIC support of those
businesses. One commenter further
argued that an SBIC holding an
unsecured position in a company might
take more precipitous action to protect
its interest than if the SBIC had
collateral to protect its position.

SBA concurs with the suggested
change to the definition. SBA expects
that allowing SBICs to take a junior
secured position in the assets of an LMI
Enterprise will not prevent the LMI
Enterprise from obtaining secured debt
from other sources.

This change would place SBICs ahead
of any unsecured debt of the LMI
Enterprise. SBA believes, though, that
unsecured debt is generally unavailable
to most LMI Enterprises, except from
the principals of the enterprise. Even
under the proposed rule, LMI
Investments were not required to
subordinate in favor of borrowings from
the principals of the enterprise.
Accordingly, the final definition of LMI
Investment includes debt securities that
are secured by the assets of the small
business provided the SBIC’s security
interest is junior to any other existing or
future secured debt of the business.

Regulatory and Financial Incentives

Under the proposed rule, SBA
proposed to modify the regulations
governing three subject matters, as they
would apply to LMI Investments—
control of the small business, the
treatment of royalties in the calculation
of cost of money, and minimum term of
investment. SBA also discussed its
intention to create a new form of
debenture for use by SBICs that make
LMI Investments.
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1. Temporary Control of the LMI
Enterprise

SBA proposed to permit SBICs to take
temporary control of each business in
which they make an LMI Investment.
No comments were received on this
portion of the proposal. Accordingly,
§107.865(d) is finalized as proposed.

2. Royalties and Cost of Money

SBA proposed to exclude royalty
payments on LMI Investments from the
calculation of ““Cost of Money”’ under
§107.855. Cost of Money is the term for
the sum of the interest rate and other
charges that an SBIC imposes on a small
business. The Cost of Money to the
small business must not exceed the
SBIC’s Cost of Money ceiling, as
computed under §107.855(c).

To qualify for the proposed exclusion,
the royalty would have to be based on
improvement in the performance of the
LMI Enterprise after the date of the
financing. The proposed rule explained
that the royalty might be expressed, for
example, as a percentage of any increase
in an underlying unit of measurement
(e.g., revenue or sales) after the date of
the financing.

SBA received one comment on this
provision. The comment asked for
clarification as to whether a royalty
could be based on an increase in more
than one unit of measurement and still
be excluded from the Cost of Money
calculation. For example, could a
royalty provide for payment to the SBIC
if either the revenues or the profits of
the small business increased?

SBA was not intending to restrict
royalties to increases in a single
underlying unit of measurement. To do
so would force SBICs to determine in
advance which performance
measurement would be most likely to
reflect the improved performance of the
small business. A business might have
higher profits but steady or even
declining revenues, or it might have
increased revenues but steady profits.
Either circumstance could constitute
improvement in the performance of the
business.

If an SBIC and a small business agree
to a royalty that is expressed as a
percentage of increases in alternative
performance measurements (e.g., profits
or revenues), the royalty will be
excluded from Cost of Money. SBA
believes that the text of proposed
§107.855 is sufficiently broad to cover
this possibility. Accordingly, proposed
§107.855 is finalized without change.

SBA would also like to clarify the
application of the royalty provision to
any LMI Investments that an SBIC
makes through a holding company or an

investment vehicle, as permitted under
§107.720(b). In determining whether a
business’s performance has improved,
SBA will look through any holding
company or investment vehicle to the
performance of the operating business
itself. It is the improvement in the
operating business’s performance, not
the improvement in the performance of
a holding company or investment
vehicle, which would serve as the basis
for the calculation of the royalty
payment to the SBIC.

Since the publication of the proposed
rule, the President signed the Small
Business Investment Improvement Act
of 1999. See Public Law 106-9, 113 Stat.
17, April 5, 1999. Section 2(a) of the
new law excludes certain royalty
payments from the calculation of Cost of
Money for all investments made by
SBICs. SBA will be publishing a
proposed rule to implement this change
in the near future.

3. Minimum Term of LMI Investment

SBA received no comments on its
proposal to set a one-year minimum
term for LMI Investments. The proposed
changes to 88 107.835 and 107.850(a)
are, therefore, adopted without change.

4, Deferred Interest Debenture

SBA proposed to allow SBICs to
finance LMI Investments with a more
patient-type of debenture (called an LMI
Debenture). No regulatory changes are
necessary to create the new debenture,
but SBA is continuing to work on its
design and method of funding.

The LMI Debenture under
development would be a non-amortizing
debenture with a term of up to 10 years,
issued at a discount so as to be, in effect,
‘‘zero coupon’ for the first five years. It
would require semi-annual interest
payments on the face amount for the
remainder of the term. SBA leverage
fees would not be deferred; they would
be paid as required under § 107.1130.

The proposed rule explained that an
SBIC’s eligibility for LMI Debentures
would be based solely on the SBIC’s
outstanding LMI Investments (made
after the effective date of the final rule).
SBA has come to the conclusion that
this approach might discourage SBICs
from making LMI Investments since the
LMI Debenture funds would only be
available after the investment had
already been made.

Instead, SBA has decided to
determine an SBIC’s eligibility for LMI
Debentures based on the sum of its
outstanding LMI Investments (made
after the effective date of the final rule)
plus any LMI Investments the SBIC
intends to make with the proceeds of
the LMI Debenture. If an SBIC with no

outstanding LMI Investments applies for
a draw down of debenture leverage and
intends to use the leverage to make an
LMI Investment, SBA can approve the
issuance of an LMI Debenture.

As stated in the proposed rule, an
SBIC’s overall eligibility for an LMI
Debenture will still be determined in
two ways. First, the SBIC will have to
be eligible to issue leverage in an
amount equal to the face amount of the
LMI Debenture. Eligibility for this
purpose is determined under
§§107.1120-107.1160.

Second, the face amount of the SBIC’s
requested LMI Debenture, plus the face
amount of the SBIC’s outstanding LMI
Debenture(s), cannot exceed 1.5 times
the sum of the SBIC’s outstanding LMI
Investments plus the proposed LMI
Investment. In other words, under this
second test an SBIC would be eligible
for an LMI Debenture with a face
amount equal to (a) 1.5 times the sum
of the SBIC’s existing and planned LMI
Investments at the time of application,
minus (b) the face amount of any
outstanding LMI Debentures. The 1.5
multiple takes into consideration the
zero-coupon feature of the LMI
Debenture and allows for an
approximate matching of net proceeds
of LMI Debentures with funds invested
in LMI Investments.

SBA will notify all SBICs when LMI
Debentures are ready for use.

The regulatory and financial
incentives described in this final rule
will apply only to investments made
after the effective date of this rule.

Compliance With Executive Orders
12612, 12778 and 12866, the Regulatory
Flexibility Act (5 U.S.C. 601, et seq.),
and the Paperwork Reduction Act (44
U.S.C. Ch. 35)

SBA certifies that this final rule may
constitute a significant regulatory action
within the meaning of Executive Order
12866, since it raises a new policy issue
reflecting the President’s priorities.

One of the purposes of the SBIC
Program is to encourage the flow of
equity-type investments into small
businesses. For the first 35 years of the
SBIC Program, however, the only type of
leverage available to SBICs (other than
Specialized SBICs) was debt leverage
with interest payable every six months.

Congress recognized this mismatch of
source and use of funds and created
Participating Securities leverage in
1992. Participating Securities leverage is
a type of “patient capital” and helps to
promote equity investing by SBICs.
However, because required payments on
Participating Securities are a function of
an SBIC’s profits, SBA makes such
leverage available only to larger SBICs
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that can reasonably project returns-on-
investments greater than 20 percent.

While the Participating Securities
program has been very successful at
encouraging SBICs to do equity
investing in general, SBA wishes to
encourage more equity-type investments
in underserved areas or ‘“‘New
Markets”—urban and rural areas that
have severe shortages of equity capital.
Unfortunately, investments in these
areas often are of a type that will not
have the potential for yielding returns
that are high enough to justify the use
of Participating Securities.

The LMI Debenture is being created to
fill this gap. It is another type of patient
capital, with interest deferred for the
first 5 years. An SBIC utilizing the LMI
Debenture will not be expected to
achieve the high returns expected of
Participating Securities users. Thus, the
availability of the LMI Debenture is
expected to increase the flow of equity-
type capital to New Markets.

Some of this increase will come from
existing SBICs which find that the LMI
Debentures, together with the regulatory
incentives in this final rule, will
encourage them to make investments
that they may perceive as having greater
risk than their typical investments. SBA
expects these SBICs to make
investments in businesses which lie in
areas that they have previously
overlooked.

While it is expected that existing
SBICs will participate to some degree in
the LMI program, SBA anticipates that
most of the LMI program benefits will
derive from new SBICs that are
currently being formed and which will
be created in the future. Already, SBA
is seeing an increase in the number of
venture capitalists who are working to
form new SBICs with an LMI
orientation.

SBA also believes that an increasing
number of banks will actively seek to
invest in SBICs since a bank’s
investment in an SBIC is now presumed
to satisfy one of the tests under the
Community Reinvestment Act (CRA)
regulations. SBA expects that many
banks will find LMI-oriented SBICs to
be especially attractive. This should be
true not only because the banks can
receive CRA credit for their investment,
but also because they will find that (1)
such investments expand their urban
and rural markets, and (2) with equity
infusions of capital, small businesses
can become less risky borrowers.

The LMI Debentures have the same
subsidy rate as do regular debentures
and will carry interest rates similar to
those of regular debentures. They
present no additional cost either to the
government or to the SBICs. Regarding

reporting requirements (further
discussed below), an SBIC must
ascertain that the company in which it
is investing meets the LMI standards,
and must report this to SBA on its usual
financing report (form 1031). The cost to
the SBIC to obtain this information is
nominal.

SBA certifies that this final rule does
not have a significant economic impact
on a substantial number of small entities
within the meaning of the Regulatory
Flexibility Act, 5 U.S.C. 601, et seq. This
final rule will change some
requirements to encourage SBICs to
make additional qualified investments
in low and moderate income zones. In
FY 1998, SBICs invested in 2700 small
businesses. While the final rule may
increase the number of small businesses
receiving SBIC investments because
SBICs may make investments in smaller
increments, the number of small
businesses eligible for SBIC investments
would not change.

For purposes of the Paperwork
Reduction Act, 44 U.S.C. CH. 35, SBA
has requested approval to require
participating SBICs to report the
information they are required to
maintain by the final rule. The final rule
requires SBICs that make LMI
Investments to keep track of their LMI
Investments and report them to SBA in
connection with applications for LMI
Debentures. To determine whether an
SBIC is making an LMI Investment, the
SBIC will have to verify the location of
the LMI Enterprise or its employees
using the databases discussed in this
rule. SBA estimates that the time
necessary to verify the location of an
LMI Enterprise or its employees will
average less than one hour per LMI
Investment. The reporting requirements
are de minimis since current forms will
only be changed to reflect LMI
Investments. SBA further estimates that
SBICs may make approximately 500
LMI Investments per year. SBA believes
this information is necessary for the
proper performance of the function of
the agency.

For purposes of Executive Order
12612, SBA certifies that this rule will
not have any federalism implications
warranting the preparation of a
Federalism Assessment.

For purposes of Executive Order
12778, SBA certifies that this rule is
drafted, to the extent practicable, in
accordance with the standards set forth
in Section 2 of that Order.

List of Subjects in 13 CFR Part 107

Investment companies, Loan
programs-business, Reporting and
recordkeeping requirements, Small
businesses.

For the reasons set forth above, SBA
is amending 13 CFR part 107 as follows:

PART 107—SMALL BUSINESS
INVESTMENT COMPANIES

1. The authority citation for part 107
continues to read as follows:

Authority: 15 U.S.C. 681 et seq., 683,
687(c), 687b, 687d, 687g and 687m.

2. Amend §107.50 to add definitions
of LMI Enterprise, LMI Investment, and
LMI Zone, to read as follows:

§107.50 Definitions of terms.

* * * * *

LMI Enterprise means:

(1) A Small Business that has at least
50% of its employees or tangible assets
located in LMI Zone(s) or in which at
least 35% of the full-time employees
have primary residences in LMI Zone(s),
in either case determined as of the time
of application for SBIC financing; or

(2) A Small Business that does not
meet the requirements of paragraph (1)
of this definition as of the time of
application for SBIC financing but that
certifies at such time that it intends to
meet the requirements within 180 days
after the closing of the SBIC financing.
A Small Business qualifying under this
paragraph (2) will no longer be an LMI
Enterprise as of the 180th day after the
closing of the SBIC financing unless, on
or before such date, at least 50% of its
employees or tangible assets are located
in LMI Zones or at least 35% of its full-
time employees have primary
residences in LMI Zones.

LMI Investment means a financing of
an LMI Enterprise, made after
September 30, 1999, in the form of
equity securities or debt securities that
are junior to all existing or future
secured borrowings of the business. The
debt securities may be guaranteed and
may be secured by the assets of the LMI
Enterprise, but the guarantee may not be
collateralized or otherwise secured.

LMI Zone means any area located
within a HUBZone (as defined in 13
CFR 126.103), an Urban Empowerment
Zone or Urban Enterprise Community
(as designated by the Secretary of the
Department of Housing and Urban
Development), a Rural Empowerment
Zone or Rural Enterprise Community (as
designated by the Secretary of the
Department of Agriculture), an area of
Low Income or Moderate Income (as
recognized by the Federal Financial
Institutions Examination Council), or a
county with Persistent Poverty (as
classified by the Economic Research
Service of the Department of
Agriculture).

* * * * *
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3. 1n §107.610, add paragraph (e) to
read as follows:

§107.610 Required Certifications for
Loans and Investments.
* * * * *

(e) For each LMI Investment:

(1) A certification by the concern,
dated as of the date of application for
SBIC financing, as to the basis for its
qualification as an LMI Enterprise,

(2) If the concern qualifies as an LMI
Enterprise as defined in paragraph (2) of
the definition of LMI Enterprise in
§107.50, an additional certification
dated no later than the date 180 days
after the closing of the LMI Investment,
as to the location of the concern’s
employees or tangible assets or the
principal residences of its full-time
employees as of the date of such
certification, and

(3) Certification(s) by the SBIC, made
contemporaneously with the
certification(s) of the concern, that the
concern qualifies as an LMI Enterprise
as of the date(s) of the concern’s
certification(s) and the basis for such
qualification.

4. In §107.835, redesignate paragraph
(d) as paragraph (e) and add paragraph
(d) to read as follows:

§107.835 Exceptions to minimum
duration/term of Financing.
* * * * *

(d) An LMI Investment with a term of
at least one year; or
* * * * *

5. In §107.850, revise the
introductory text of paragraph (a) to
read as follows:

§107.850 Restrictions on redemption of
Equity Securities.

(a) A Portfolio Concern cannot be
required to redeem Equity Securities
earlier than five years (or one year in the
case of an LMI Investment) from the

date of the first closing unless:
* * * * *

6. In §107.855, add paragraph (g)(12)
to read as follows:

§107.855 Interest rate ceiling and
limitations on fees charged to Small
Businesses (‘‘Cost of Money").

* * * * *

(9) Charges excluded from the Cost of
Money. * * *

(12) Royalty payments received under
any LMI Investment if the royalty is
based on improvement in the
performance of the Small Business after
the date of the financing.

7.1n 8107.865, remove the “‘or’ at the
end of paragraph (d)(3), replace the
period at the end of paragraph (d)(4)
with “; or”, add paragraph (d)(5), and

revise paragraph (e)(3) to read as
follows:

§107.865 Restrictions on Control of a
Small Business by a Licensee.
* * * * *

(d) Temporary Control permitted.
* X *

(5) If your financing of the Small
Business is an LMI Investment.

(e) Control certification. * * *

(3) Your agreement to relinquish
Control within five years (although you
may, under extraordinary
circumstances, request SBA’s approval
of an extension beyond five years). In
the case of an LMI Investment with a
term of less than five years, you must
agree to relinquish Control within the
term of the financing.

* * * * *
Dated: May 27, 1999.
Aida Alvarez,
Administrator.
[FR Doc. 99-25244 Filed 9-29-99; 8:45 am]
BILLING CODE 8025-01-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 21

[Docket No. SW-006; Special Condition No.
29-006-SC]

Special Conditions: Garlick
Helicopters, Inc. Model GH205A
helicopters; 14 CFR Part 21.27(c),
aircraft engines installed in surplus
Armed Forces aircraft

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final special condition; request
for comments.

SUMMARY: This special condition is
issued for Garlick Helicopters, Inc.
Model GH205A helicopters. This model
helicopter will have a novel or unusual
design feature(s) associated with the
aircraft engines installed in surplus
Armed Forces aircraft. The applicable
airworthiness regulations do not contain
adequate or appropriate safety standards
for this design feature. This special
condition contains the additional safety
standards that the Administrator
considers necessary to establish a level
of safety equivalent to that established
by the existing airworthiness standards.
DATES: The effective date of this special
condition is September 22, 1999.
Comments must be received on or
before November 29, 1999.

ADDRESSES: Comments on this special
condition may be mailed in duplicate

to: Federal Aviation Administration,
Office of Regional Counsel, Attention:
Rules Docket No. SW-006, 2601
Meacham Blvd., Fort Worth, Texas,
76137; or delivered in duplicate to the
Office of the Regional Counsel at the
above address. Comments must be
marked: Docket No. SW—-006. Comments
may be inspected in the Rules Docket
weekdays, except Federal holidays,
between 7:30 a.m. and 4:00 p.m.

FOR FURTHER INFORMATION CONTACT:
Richard Monschke, Aerospace Engineer,
FAA, Rotorcraft Directorate, Aircraft
Certification Service, Fort Worth, Texas,
76193-0110, telephone (817) 222-5116,
fax (817) 222-5961.

SUPPLEMENTARY INFORMATION: The FAA
has determined that notice and
opportunity for prior public comment
hereon are impracticable because these
procedures would significantly delay
issuance of the approval design and
thus delivery of the affected helicopter.
In addition, the substance of this special
condition has been subject to the public
comment process in a prior instance.
The FAA therefore finds that good cause
exists for making this special condition
effective upon issuance.

Comments Invited

Even though comments have been
received on this engine special
condition, interested persons are invited
to submit such additional written data,
views, or arguments as they may desire.
Communications should identify the
regulatory docket and be submitted in
duplicate to the address specified above.
All communications received on or
before the closing date for comments
will be considered by the FAA. This
special condition may be changed in
light of the comments received. All
comments received will be available in
the Rules Docket for examination by
interested persons, both before and after
the closing date for comments. A report
summarizing each substantive public
contact with FAA personnel concerning
this rulemaking will be filed in the
docket. Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this special
condition must include a self-addressed,
stamped postcard on which the
following statement is made:
“Comments to Docket No. SW-006."
The postcard will be date stamped and
returned to the commenter.

Background

On December 9, 1993, Garlick
Helicopters, Inc. applied for a transport
category type certificate for their Model
GH205A helicopters that contain
military surplus T53-L-13 engines. The
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Model GH205A helicopters are former
U.S. Army Model UH-1H or UH-1V
helicopters.

For engines sold to the civilian
aviation industry as surplus, the
Department of Defense, the initial
source of Garlick Helicopters, Inc’s.
surplus military helicopter engines,
makes no representation as to the
compliance of its military engines with
FAA airworthiness regulations. Once
the engines enter military service, they
are no longer subject to FAA operating
limitations, surveillance, and quality
assurance programs and, therefore, may
not meet FAA standards or
airworthiness requirements when
released as surplus. Certain engine
components may have exceeded the life
limit or shelf life of the civil
counterpart, may not have been
produced under a FAA-approved
quality system, or may lack
documentation, operating records, or
maintenance records.

Therefore, the FAA finds that the
engine approval basis alone does not
contain adequate or appropriate safety
standards for engines installed in
surplus military aircraft. 14 CFR
§21.27(e) permits the FAA to require an
applicant to comply with special
conditions or other airworthiness
requirements necessary to ensure an
adequate level of airworthiness of a 14
CFR 21.27 type design. Special
conditions are airworthiness safety
standards promulgated in accordance
with §11.28 and 21.16, which include
public participation, and establishes a
level of safety equivalent to that
contained in the regulations.

General Discussion of Public Comments

OnJuly 2, 1997, the FAA published
in the Federal Register (62 FR 35872) a
notice of proposed type certification
basis. In that notice, the FAA requested
public comments on this special
condition. The FAA has carefully
reviewed and considered all comments
in the development of the type
certification basis and the regulatory
standards contained therein for Model
GH205A helicopters. Comments relating
to the special condition in that notice
for the engine are addressed in this
document. Because of the volume of
comments, comments of a similar nature
are answered as a group.

Discussion of Comments

Several commenters state that the
military surplus Allied Signal (formerly
Lycoming) T53-L-13 engines slated for
use in the Model GH205A helicopters
are unsuitable for civil use. The
methodology by which the military
tracks life-limited components differs

from that required for the T5313B civil
engine counterpart; the U.S. Army
procured certain critical engine spare
parts from non-FAA approved vendors
(defined as breakout parts); insufficient
maintenance history is available for
surplused engines; certain engine fuel
system components do not meet FAA
airworthiness requirements; service
history for early versions of the T53—-L—
13 is not satisfactory; and military spare
parts could co-mingle with the civil
inventory and become
indistinguishable.

The FAA agrees that blanket approval
of all surplus engines installed on
military Model UH-1H and UH-1V
helicopters is not appropriate. However,
the FAA has determined that equivalent
airworthiness standards required under
FAR 21.27(c) can be demonstrated. For
this type certification basis, the engine
approval basis for the T53-L-13 engine
includes not only the airworthiness
rules in existence at the time the engine
was qualified for military service, but
also includes certain requirements
imposed by later 14 CFR Part 33
amendments. Each engine proposed for
use on the Model GH205A must be
presented for FAA approval with the
proper historical record documenting
service usage, maintenance history, and
complete status and assessment of all
life-limited parts. Further, each of these
engines must undergo a teardown and
inspection per FAA-approved
procedures to identify and remove all
“breakout’ and suspect parts; be
reworked, as required, into an FAA-
approved configuration; be overhauled
to a baseline specification; and be re-
identified to reflect its approval for civil
use. This process will include
compliance with all relevant FAA
Airworthiness Directives and military
equivalent technical orders.

One commenter endorses the
proposed special condition set forth for
engine approval. The commenter states
that strict adherence to the proposed
engine certification basis and special
conditions will enhance the
airworthiness of the engines installed on
Model GH205A helicopters. In addition,
the commenter recommends that all
FAA approval involving engine part
lives and other changes to the type
design should be processed by the
Aircraft Certification Office (ACO)
responsible for the military T53-L-13
engine civil counterpart.

The FAA agrees that the airworthiness
approval of the T53-L-13 engine for the
Model GH205A helicopter is an engine
certification, and will be administered
by the accountable ACO with support
from various FAA offices.

Two commenters state that the
military T53-L—13 engine should
comply with the requirements of 14 CFR
33.17, Amendment 6, Fire Prevention,
which addresses fire resistant external
lines. Unlike its civil counterpart, the
military T53 series engines do not
incorporate fire shielding on lines that
contain or convey flammable fluid.

The FAA agrees that the engine for
Model GH205A helicopters must
comply with the fire prevention
requirements, that is, the external lines
which convey flammable fluids must be
at least fire resistant; and that the
possibility of fire hazard of flammable
fluid carrying lines must be minimized
by appropriate shielding. Section 13.202
of CAR 13 at Amendments 13-1 through
13-3, the type certificate basis for the
Model GH205A engine, prescribes the
above fire prevention requirements with
which the applicant must comply.

Type Certification Basis

Under the provisions of 14 CFR 21.17,
Garlick Helicopters, Inc. must show that
each T53-L-13 surplus Armed Forces
helicopter engine installed in the Model
GH205A helicopter meets the applicable
provisions of §21.27(c), as amended by
Amendment 21-59 in effect on March 9,
1987.

Specifically, in accordance with
§21.27(c), the Model GH205A
helicopter engine approval basis is as
follows:

¢ Part 13 of the Civil Air Regulations
(CAR), effective August 12, 1957, as
amended by Amendment 13-1;

e Part 13 of the CAR, effective May
17, 1958, as amended by Amendment
13-2;

e Part 13 of the CAR, effective
October 1, 1959, as amended by
Amendment 13-3;

e Part 33 of the Federal Aviation
Regulations (FAR) as noted below:

» 833.4 of the FAR, effective October
14, 1980, as amended by Amendment
33-9;

* §33.14 of the FAR, effective March
26, 1984, as amended by Amendment
33-10; and

« Any special conditions required by
the Administrator.

If the Administrator finds that the
applicable airworthiness regulations of
14 CFR 21.27 do not contain adequate
or appropriate safety standards for the
Model GH205A helicopter engines
because of a novel or unusual design
feature, special conditions are
prescribed under the provisions of
8§21.16 and 21.27(e).

In addition to the applicable
airworthiness regulations and special
conditions, the Model GH205A
helicopter must comply with the noise
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certification requirements of 14 CFR
part 36; and the FAA must issue a
finding of regulatory adequacy pursuant
to 8611 of Public Law 92-574, the
“Noise Control Act of 1972.”

Special conditions, as appropriate, are
issued in accordance with §11.49, as
required by §§11.28 and 11.29(b), and
become part of the type certification
basis in accordance with §21.17.

Special conditions are initially
applicable to the model for which they
are issued. Should the type certificate
for that model be amended later to
include any other model that
incorporates the same novel or unusual
design feature, the special conditions
would also apply to the other model
under the provisions of §21.101(a)(1).

Novel or Unusual Design Features

Model GH205A helicopters will
incorporate the following novel or
unusual design features: a surplus
Armed Forces helicopter engine
installed in a transport category
rotorcraft. 14 CFR 21.27(c) requires that
the engines installed in surplus Armed
Forces aircraft for which a type
certificate is sought under this section
must provide substantially the same
level of airworthiness as would be
provided if the engine were type
certificated under Part 33 of the Federal
Aviation Regulations. To provide the
required level of airworthiness, in
addition to the Model GH205A
helicopter engine approval basis, the
following areas require a special
condition in order to provide
substantially the same level of
airworthiness as would be provided if
the engines were type certificated under
Part 33 in accordance with 14 CFR
21.27(c):

« Engine and maintenance records

« Military unique and breakout
hardware

¢ Conformity
Life limited engine parts
Continued Airworthiness
Identification marking
Airworthiness Directives (AD’s)
Overhaul

e o o o o

Applicability

As discussed above, this special
condition is applicable to Model
GH205A helicopters. Should Garlick
Helicopters, Inc. apply at a later date for
a change to the type certificate to
include another model incorporating the
same novel or unusual design feature,
the special conditions would apply to
that model as well under the provisions
of §21.101(a)(1).

Conclusion

This action affects only certain novel
or unusual design features on one model

of helicopter. It is not a rule of general
applicability and affects only the
applicant who applied to the FAA for
approval of these features on the
helicopter.

Under standard practice, the effective
date of final special conditions would
be 30 days after the date of publication
in the Federal Register; however, as the
certification date for the Garlick
Helicopters, Inc. Model GH205A
helicopter is imminent and the
substance of these special conditions
has been subjected to a comment period
in a prior instance, the FAA finds that
good cause exists to make this special
condition effective upon issuance. The
FAA is requesting comments to allow
interested persons to submit views that
may not have been submitted in
response to the prior opportunities for
comment.

List of Subjects in 14 CFR Part 21

Aircraft, Air transportation, Aviation
safety, Rotorcraft, Safety.

The authority citation for these
special conditions is as follows: 42
U.S.C. 7572; 49 U.S.C. 106(g), 40105,
40113, 44701-44702, 44709, 44711,
44713, 44715, 45303.

The Special Conditions

Accordingly, pursuant to the
authority delegated to me by the
Administrator, in addition to the Model
GH205A helicopter engine approval
basis, the following special condition is
issued as part of the type certification
basis for the Garlick Helicopters, Inc.
Model GH205A helicopter.

1. Engine and Maintenance Records

The following data is required:

(a) Records establishing that the
engine, components, and parts that have
been installed since original
manufacture were produced under an
FAA-approved production and
inspection system.

(b) Complete historical records
maintained by the military, the
manufacturer, and any other prior
owner(s) pertaining to inspection,
modification, repair, alteration,
maintenance, and operation of the
engine from the time of acceptance by
the military.

(c) A report that the engine has an
equivalent level of airworthiness
substantiated by the engine approval
basis described previously. The report
will be required to address the
provisions of CAR 13 and applicable
part 33 sections on a paragraph-by-
paragraph basis.

2. Military Unique and Breakout
Hardware

Military unique and breakout parts
are engine parts for which the military
utilized the manufacturer’s design
drawings and specifications, but the
parts were produced specifically for the
military by non FAA-approved
manufacturers. All military unique and
breakout parts must be replaced with
parts made by FAA production approval
holders.

3. Conformity

The applicant must substantiate that
the engine conforms to the FAA-
approved type design of its civil
counterpart. The manufacturing records
must include any deviation from the
FAA-approved type design and quality
control system that was in existence at
the time of manufacture. With regard to
maintenance, the applicant must
establish that any alterations,
modifications, or repairs were
accomplished in compliance with FAA-
approved data by maintenance facilities
certificated by the FAA. When this
cannot be established, the alterations or
repairs must be appropriately
substantiated in accordance with the
applicable regulations and approved by
the FAA, or the altered or repaired
hardware must be removed. The
operating records must show whether
the engine was utilized outside of the
operating envelope specified for the
civil version engine including speed,
temperature, torque, engine mount load,
and other engine limits. In addition, the
operational history records must show
whether the engine has been subjected
to other extreme operating conditions
such as accidents, fire, or missile drone
target shooting.

4. Life-limited Engine Parts

The military mission cycle, with or
without the same type design, generally
differs from civil aircraft mission cycles.
As such, the life cycle limits for engine
rotating parts (such as disks, spacers,
hubs, and shafts of the compressors and
turbines) and life-limited stationary
engine components may not be directly
transferable between military and civil
engines having the same hardware. To
perform an accurate cycle adjustment on
a military life-limited engine part, there
must be a record of operating hours,
operating history, and mission profile.
Unlike civil missions, many military
operations subject engine hardware to a
wide variance in strain range, thus
subjecting these components to multiple
partial cycles for each flight hour. The
applicant must have a FAA-approved
process for screening military engine
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operating and maintenance records to
insure their accuracy.

For engines lacking complete,
accurate time-in-service (TIS) and
operating records, the time remaining
on life-limited parts is considered
unknown, therefore, such parts are
considered unairworthy and must be
removed from service. For those engines
having accurate TIS and service history
records, the applicant must develop a
conversion factor(s) to convert TIS of
past engine usage in military service to
the equivalent civil engine cycles which
includes cumulative partial cycles. The
procedure for such conversions must be
submitted to and approved by the FAA.
The applicant must use the published
life limit in civil engine manuals for all
life-limited engine hardware to establish
the remaining cycles. If applicable, the
applicant must also develop procedures
approved by the FAA to account for
anticipated additional life to be
consumed from other aircraft operating
modes, such as external load and
repetitive heavy lift operations, that are
not considered in the published life in
the civil engine manuals.

5. Continued Airworthiness

The applicant will be required to
provide Instructions for Continued
Airworthiness in accordance with 14
CFR 33.4. The type certificate holder
must report failures, malfunctions, and
defects; support required design
changes; and maintain records
concerning the continued airworthiness
of the engines in accordance with 14
CFR Parts 21, 33, and 43.

6. Identification Marking

The existing military identification
marking (data plate) shall remain
attached to the engine. A supplemental
data plate, in compliance with the
requirements of part 45, will be used to
further identify the engine.

7. Airworthiness Directives (AD’s)

The type certificate holder must
comply with all FAA AD’s pertaining to
the equivalent civil engine and with
certain military Time Compliance
Technical Orders (i.e., the military
equivalent to AD’s) that are approved by
the FAA for the engine.

8. Overhaul

The engine must be newly
overhauled, in accordance with the
current civil engine model overhaul
manual(s), by a maintenance facility
certificated by the FAA to perform such
overhauls.

Issued in Fort Worth, Texas on September
22,1999.

Henry A. Armstrong,

Manager, Rotorcraft Directorate, Aircraft
Certification Service.

[FR Doc. 99-25452 Filed 9-29-99; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 98—-SW-80-AD; Amendment
39-11342; AD 99-20-12]

RIN 2120-AA64
Airworthiness Directives; MD

Helicopters Inc. Model 369D, D369E,
369FF, 500N, and 600N Helicopters

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD),
applicable to MD Helicopters, Inc.
Model 369D, 369E, 369FF, 500N, and
600 N helicopters, that requires
replacing the oil cooler blower bracket
(bracket). This amendment is prompted
by three reports of cracked brackets. The
actions specified by this AD are
intended to prevent failure of a bracket,
loss of cooling of engine oil and
transmission oil, and subsequent forced
landing.

EFFECTIVE DATE: November 4, 1999.

FOR FURTHER INFORMATION CONTACT:
Bruce Conze, Aerospace Engineer, FAA,
Los Angeles Aircraft, Certification
Office, 3960 Paramount Blvd,
Lakewood, California 90712, telephone
(562) 627-5261, fax (562) 627-5210.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an airworthiness directive (AD)
that is applicable to MD Helicopters Inc.
Model 369D, 369E, 369FF, 500N, and
600N helicopters was published in the
Federal Register on June 23, 1999 (64
FR 33447). That action proposed to
require replacing the bracket.

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were received on the
proposal or the FAA'’s determination of
the cost to the public. The FAA has
determined that air safety and the
public interest require the adoption of
the rule as proposed.

The FAA estimates that 100
helicopters of U.S. registry will be
affected by this AD, that it will take

approximately 2.5 work hours per
helicopter to replace the bracket, and
that the average labor rate is $60 per
work hour. Required parts will cost
approximately $225 per helicopter.
Based on these figures, the total cost
impact of the AD on U.S. operators is
estimated to be $37,500.

The regulations adopted therein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy
of it may be obtained from the Rules
Docket at the FAA, Office of the
Regional Counsel, Southwest Region,
2601 Meacham Blvd., Room 663, Fort
Worth, Texas 76137.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding a new airworthiness directive to
read as follows:

AD 99-20-12 MD Helicopters, Inc. (MDHI):
Amendment 39-11342. Docket No. 98—
SW-80-AD.

Applicability: Model 369D, 369E, 369FF,
500N, and 600N helicopters, with oil cooler

blower bracket (bracket), part number (P/N)
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369F5190-1, installed, certificated in any
category.

Note 1: This AD applies to each helicopter
identified in the preceding applicability
provision, regardless of whether it has been
otherwise modified, altered, or repaired in
the area subject to the requirements of this
AD. For helicopters that have been modified,
altered, or repaired so that the performance
of the requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (b) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required within 100 hours
time-in-service, unless accomplished
previously.

To prevent failure of a bracket, loss of
cooling of engine oil and transmission oil,
and a subsequent forced landing, accomplish
the following:

(a) Remove the bracket, P/N 369F5190-1,
and replace it with an airworthy bracket P/
N 369F5194-1.

(b) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Los
Angeles Aircraft Certification Office.
Operators shall submit their request through
an FAA Principal Maintenance Inspector,
who may concur or comment and then send
it to the Manager, Los Angeles Aircraft
Certification Office.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this Ad, if any, may be
obtained from the Los Angeles Aircraft
Certification Office.

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the helicopter
to a location where the requirements of this
AD can be accomplished.

(d) This amendment becomes effective on
November 4, 1999.

Issued in Fort Worth, Texas, on September
22, 1999.

Henry A. Armstrong,

Manager, Rotorcraft Directorate, Aircraft
Certification Service.

[FR Doc. 99-25375 Filed 9-29-99; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF THE TREASURY
Internal Revenue Service

26 CFR Part 1
[TD 8825]

RIN 1545-AU33

Regulations Under Section 382 of the
Internal Revenue Code of 1986;
Application of Section 382 in Short
Taxable Years and With Respect to
Controlled Groups; Correction

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Correction to final regulations.

SUMMARY: This document contains
corrections to TD 8825, which was
published in the Federal Register on
Friday, July 2, 1999 (64 FR 36175).
These regulations relate to limitations
on net operating loss carryovers and
certain built-in losses following an
ownership change of a corporation.

EFFECTIVE DATE: July 2, 1999.

FOR FURTHER INFORMATION CONTACT: Lee
A. Kelley at (202) 622—-7550 (not a toll-
free number).

SUPPLEMENTARY INFORMATION:

Background

The final regulations that are the
subject of these corrections are under
section 382 of the Internal Revenue
Code.

Need for Correction

As published, TD 8825 contains errors
which may prove to be misleading and
are in need of clarification.

Correction of Publication

Accordingly, the publication of the
final regulations (TD 8825), which are
the subject of FR Doc. 99-16163, is
corrected as follows:

1. On page 36177, column 2,
instructional paragraph 2, the language
“Par 2. Section 382-1 is amended by”’
is corrected to read “‘Par. 2. Section
1.382-1 is amended by:".

2. 0n page 36177, column 3, the
section heading 8§ 1.1382-2
[Amended]” is corrected to read
“8§1.382-2 [Amended]”.

Cynthia E. Grigsby,

Chief, Regulations Unit, Assistant Chief
Counsel (Corporate).

[FR Doc. 99-25233 Filed 9-29-99; 8:45 am]
BILLING CODE 4830-01-P

DEPARTMENT OF DEFENSE
DEPARTMENT OF TRANSPORTATION
Coast Guard

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 21
RIN 2900-AI31

Advance Payments and Lump-Sum
Payments of Educational Assistance;
Miscellaneous Nonsubstantive
Changes

AGENCIES: Department of Defense,
Department of Transportation (Coast
Guard), and Department of Veterans
Affairs.

ACTION: Final rule.

SUMMARY: This document amends the
educational assistance regulations
dealing with the advance payment and
lump-sum payment of educational
assistance. We are amending these
regulations by removing provisions that
no longer apply and by making other
changes for the purpose of clarification.
This will make these regulations easier
to use. In addition, this document
makes nonsubstantive changes for the
purpose of clarification in the
educational assistance regulations
concerning eligibility for the
Montgomery Gl Bill—Active Duty
program.

DATES: Effective Date: September 30,
1999.

FOR FURTHER INFORMATION CONTACT:
William G. Susling, Jr., Education
Adviser, Education Service, Veterans
Benefits Administration, 202—-273-7187.
SUPPLEMENTARY INFORMATION: In the
Federal Register of May 20, 1998 (63 FR
27701), the Department of Veterans
Affairs (VA), the Department of Defense
(DOD), and the Department of
Transportation (Coast Guard) proposed
amending the educational assistance
regulations concerning advance
payments and lump-sum payments of
educational assistance. We proposed
removing obsolete provisions and
clarifying other provisions.

Interested persons were given 60 days
in which to submit comments to VA.
We received no comments. Based on the
rationale set forth in the proposed rule
and this document, the provisions of the
proposed rule are adopted without
change, except that nonsubstantive
changes are made for the purpose of
clarification and authority citations are
changed.

DOD and VA are jointly issuing this
final rule insofar as it relates to the Post-
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Vietnam Era Veterans’ Educational
Assistance program. This program is
funded by DOD and administered by
VA. DOD, the Department of
Transportation (Coast Guard), and VA
are jointly issuing this final rule insofar
as it relates to the Montgomery Gl Bill—
Selected Reserve. This program is
funded by DOD and the Coast Guard,
and is administered by VA. VA alone is
issuing the remainder of this final rule.

Paperwork Reduction Act

The collection of information
contained in this final rule in 38 CFR
21.4138(a) has been approved by the
Office of Management and Budget
(OMB) under the provisions of the
Paperwork Reduction Act (44 U.S.C.
3501-3520) and has been assigned OMB
control number 2900-0604. The
collection of information implements a
statutory provision that mandates that
an individual who wishes to receive an
advance payment of educational
assistance must ask for it. We received
no comments on the proposed
collection of information.

OMB assigns a control number for
each collection of information it
approves. VA may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless it displays a currently valid OMB
control number. The valid OMB control
number assigned to the collection of
information in this final rule is
displayed at the end of the affected
section of the regulations.

Administrative Procedure Act

Under 5 U.S.C. 553, there is a basis for
dispensing with a 30-day delay of the
effective date since the changes made by
this final rule are nonsubstantive.

Executive Order 12866

This final rule has been reviewed by
OMB under Executive Order 12866.

Regulatory Flexibility Act

The signers of this document hereby
certify that this final rule will not have
a significant economic impact on a
substantial number of small entities as
they are defined in the Regulatory
Flexibility Act, 5 U.S.C. 601-612. The
adoption of this final rule does not make
substantive changes. It removes
provisions that no longer apply and
makes other changes for purposes of
clarification.

The Catalog of Federal Domestic
Assistance numbers for programs
affected by this final rule are 64.117,
64.120, and 64.124. The final rule will
also affect the Montgomery Gl Bill—
Selected Reserve for which there is no

Catalog of Federal Domestic Assistance
number.

List of Subjects in 38 CFR Part 21

Administrative practice and
procedure, Armed forces, Civil rights,
Claims, Colleges and universities,
Conflict of interests, Defense
Department, Education, Employment,
Grant programs-education, Grant
programs-veterans, Health care, Loan
programs-education, Loan programs-
veterans, Manpower training programs,
Reporting and recordkeeping
requirements, Schools, Travel and
transportation expenses, Veterans,
Vocational education, Vocational
rehabilitation.

Approved: March 25, 1999.
Togo D. West, Jr.,
Secretary of Veterans Affairs.

Approved: April 29, 1999.

Curtis B. Taylor,

Colonel, U.S. Army, Principal Director,

(Military Personnel Policy)
Department of Defense.
Approved: May 27, 1999.

F. L. Ames

Read Admiral, U.S. Coast Guard, Assistant
Commandant For Human Resources.

For the reasons set out in the
preamble, 38 CFR part 21 is amended as
set forth below.

PART 21—VOCATIONAL
REHABILITATION AND EDUCATION

Subpart D—Administration of
Educational Assistance Programs

1. The authority citation for subpart D
is revised to read as follows:

Authority: 10 U.S.C. 2141 note, ch. 1606;
38 U.S.C. 501(a), 38 U.S.C. chs. 30, 32, 34,
35, 36, unless otherwise noted.

2.1n §21.4138, the introductory text
is removed; paragraphs (c) and (d) are
removed and reserved; paragraphs (a)
and (b) are revised; and a parenthetical
is added to the end of the section, to
read as follows:

§21.4138 Certifications and release of
payments.

(a) Advance payments. (1) VA will
make payments of educational
assistance in advance when:

(i) The veteran, servicemember,
reservist, or eligible person has
specifically requested such a payment;

(ii) The student is enrolled for half
time or more;

(iii) The educational institution at
which the veteran, servicemember,
reservist, or eligible person is accepted
or enrolled has agreed to and can
satisfactorily carry out the provisions of

38 U.S.C. 3680(d)(4)(B) and (C) and (5)
pertaining to receipt, delivery, or return
of checks and certifications of delivery
and enrollment;

(iv) The Director of the VA field
facility of jurisdiction has not acted
under paragraph (a)(4) of this section to
prevent advance payments being made
to the veteran’s, servicemember’s,
reservist’s, or eligible person’s
educational institution;

(v) There is no evidence in the
veteran’s, servicemember’s, reservist’s,
or eligible person’s claim file showing
that he or she is not eligible for an
advance payment;

(vi) The period for which the veteran,
servicemember, reservist, or eligible
person has requested a payment either—

(A) Is preceded by an interval of
nonpayment of 30 days or more; or

(B) Is the beginning of a school year
that is preceded by a period of
nonpayment of 30 days or more; and

(vii) The educational institution or the
veteran, servicemember, reservist, or
eligible person has submitted the
certification required by §21.7151.

(2) The amount of the advance
payment to a veteran, reservist, or
eligible person is the educational
assistance for the month or fraction
thereof in which the term or course will
begin plus the educational assistance for
the following month. The amount of the
advance payment to a servicemember is
the amount payable for the entire term,
quarter, or semester, as applicable.

(3) VA will mail advance payments to
the educational institution for delivery
to the veteran, servicemember, reservist,
or eligible person. The educational
institution will not deliver the advance
payment check more than 30 days in
advance of the first date of the period
for which VA makes the advance
payment.

(4) The Director of the VA field
station of jurisdiction may direct that
advance payments not be made to
individuals attending an educational
institution if:

(i) The educational institution
demonstrates an inability to comply
with the requirements of paragraph
(2)(3) of this section;

(ii) The educational institution fails to
provide adequately for the safekeeping
of the advance payment checks before
delivery to the veteran, servicemember,
reservist, or eligible person or return to
VA; or

(iii) The Director determines, based
on compelling evidence, that the
educational institution has
demonstrated its inability to discharge
its responsibilities under the advance
payment program.
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(Authority: 10 U.S.C. 16136(b); 38 U.S.C.
3034, 3680(d))

(b) Lump-sum payments. A lump-sum
payment is a payment of all educational
assistance due for an entire quarter,
semester, or term. VA will make a lump-
sum payment to:

(1) A veteran or servicemember
pursuing a program of education at less
than the half-time rate under 38 U.S.C.
chapter 30;

(2) A servicemember pursuing a
program of education at the half-time
rate or greater under 38 U.S.C. chapter
30, provided that VA did not make an
advance payment to the servicemember
for the term for which a lump-sum
payment would otherwise be due; and

(3) An eligible person pursuing a
program of education at less than the
half-time rate under 38 U.S.C. chapter
35.

(Authority: 38 U.S.C. 3034(c), 3680(f))

* * * * *

(The Office of Management and Budget has
approved the information collection
requirements in this section under control
number 2900-0604)

Subpart G—Post-Vietham Era
Veterans’ Educational Assistance
Under 38 U.S.C. Chapter 32

3. The authority citation for part 21,
subpart G continues to read as follows:
Authority: 38 U.S.C. 501(a), chs. 32, 36,

unless otherwise noted.

4. Section 21.5135 is revised to read
as follows:

§21.5135 Advance payments.

VA will apply the provisions of
§21.4138(a) in making advance
payments to veterans and
servicemembers.

(Authority: 38 U.S.C. 3241, 3680)

Subpart K—AIll Volunteer Force
Educational Assistance Program
(Montgomery Gl Bill—Active Duty)

5. The authority citation for part 21,
subpart K continues to read as follows:

Authority: 38 U.S.C. 501(a), chs. 30, 36,
unless otherwise noted.

6. The heading of § 21.7040 is revised
to read as follows:

§21.7040 Categories of basic eligibility.

7. The heading of §21.7042 and the
parenthetical at the end of the section
are revised to read as follows:

§21.7042 Basic eligibility requirements.

* * * * *

(The Office of Management and Budget has
approved the information collection
requirements in this section under control
number 2900-0594)

8. In §21.7140, paragraph (b) is
removed; paragraphs (c), (d), (e), (f), and
(g) are redesignated as paragraphs (b),
(c), (d), (e), and (f), respectively; and
paragraph (a) is revised, to read as
follows:

§21.7140 Certifications and release of
payments.

(a) Advance payments and lump-sum
payments. VA will apply the provisions
of §21.4138(a) and (b) in making
advance payments and lump-sum
payments to veterans and
servicemembers.

(Authority: 38 U.S.C. 3034 and 3680)

* * * * *

Subpart L—Educational Assistance for
Members of the Selected Reserve

9. The authority citation for part 21,
subpart L is revised to read as follows:

Authority: 10 U.S.C. ch. 1606; 38 U.S.C.
501(a), 512, ch. 36, unless otherwise noted.

10. In 821.7640, the authority
citations for paragraphs (b), (c), (¢), and
(f) are amended by removing *‘; Pub. L.
98-525"; paragraph (e) is amended by
removing ‘“‘paragraph (d) of this section”
and adding, in its place, “821.4138(a)"’;
and paragraph (d) is revised to read as
follows:

§21.7640 Release of payments.
* * * * *

(d) Advance payments. VA will apply
the provisions of §21.4138(a) in making
advance payments to reservists.
(Authority: 10 U.S.C. 16136(b); 38 U.S.C.
3680)

* * * * *
[FR Doc. 99-25284 Filed 9—-29-99; 8:45 am]
BILLING CODE 8320-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[CA 198-0175a; FRL—6445-6]

Approval and Promulgation of
Implementation Plans; California State
Implementation Plan Revision, San
Luis Obispo County Air Pollution
Control District, South Coast Air
Quality Management District

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: EPA is taking direct final
action on revisions to the California
State Implementation Plan. The
revisions concern the recision of rules
from the San Luis Obispo County Air

Pollution Control District (SLOCAPCD)
and the South Coast Air Quality
Management District (SCAQMD). The
intended effect of this action is to bring
the SLOCAPCD and the SCAQMD State
Implementation Plans (SIP) up to date
in accordance with the requirements of
the Clean Air Act, as amended in 1990
(CAA or the Act). EPA is finalizing the
approval of these recisions from the
California SIP under provisions of the
CAA regarding EPA action on SIP
submittals, SIPs for national primary
and secondary ambient air quality
standards, and plan requirements for
nonattainment areas.

DATES: This rule is effective on
November 29, 1999, without further
notice, unless EPA receives adverse
comments by November 1, 1999. If EPA
receives such comment, it will publish
a timely withdrawal in the Federal
Register informing the public that this
rule will not take effect.

ADDRESSES: Written comments must be
submitted to Andrew Steckel, Chief,
Rulemaking Office, Air Division at the
Region IX office listed below. Copies of
the rule revisions and EPA’s evaluation
report for each rule are available for
public inspection at EPA’s Region IX
office during normal business hours.
Copies of the submitted rule revisions
are available for inspection at the
following locations:

Rulemaking Office (AIR—4), Air Division,
U.S. Environmental Protection Agency,
Region IX, 75 Hawthorne Street, San
Francisco, CA 94105

Environmental Protection Agency, Air
Docket (6102), 401 “M” Street, S.W.,
Washington, D.C. 20460

California Air Resources Board, Stationary
Source Division, Rule Evaluation Section,
2020 ““L” Street, Sacramento, CA 95812

San Luis Obispo County Air Pollution
Control District 3433 Roberto Court, San
Luis Obispo, California 93401

South Coast Air Quality Management
District, 21865 East Copley Drive, Diamond
Bar, California 91765-4182

FOR FURTHER INFORMATION CONTACT: Julie
A. Rose, Rulemaking Office, AIR—4, Air
Division, U.S. Environmental Protection
Agency, Region IX, 75 Hawthorne
Street, San Francisco, CA 94105,
Telephone: (415) 744-1184.
SUPPLEMENTARY INFORMATION:
I. Applicability

The rules being approved for recision
from the California SIP include:
SLOCAPCD Rule 102, Compliance by
Existing Installation, SLOCAPCD Rule
408, Gasoline Specifications, and
SCAQMD Rule 432, Gasoline
Specifications. The SLOCAPCD rule
recisions were submitted by the
California Air Resources Board (CARB)
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to EPA on August 1, 1997 and the
SCAQMD rule recision was submitted
by CARB on September 29, 1998.

I1. Background

The Clean Air Act of 1970 (CAA or
the Act) requires the states to develop
SIPs to enable local districts to attain
and maintain the national ambient air
quality standards. The rule recisions
listed above will not directly affect
emission reductions. The requirements
of the rescinded rules have been
adopted by the state or incorporated
into other rules at the district.

The State of California submitted
these rule recisions for incorporation
into its SIP on August 1, 1997 and
September 29, 1998. This document
addresses EPA’s direct-final action for
SLOCAPCD Rule 102, Compliance by
Existing Installation, SLOCAPCD Rule
408, Gasoline Specifications, and
SCAQMD Rule 432, Gasoline
Specifications. SLOCAPCD rescinded
Rule 102 and Rule 408 on March 26,
1997 and SCAQMD rescinded Rule 432
onJuly 10, 1998. The recision of
SLOCAPCD Rules 102 and 408 was
found to be complete on September 30,
1997 and the recision of SCAQMD Rule
432 was found to be complete on
January 26, 1999. These rule recisions
were found complete pursuant to EPA’s
completeness criteria that are set forth
in 40 CFR part 51, appendix V1 and are
being finalized for approval into the SIP.

SLOCAPCD Rule 102, Compliance by
Existing Installation, was created to
bring existing installations into
conformity with the District rules and
regulations as adopted in 1976. Since
that time, Rule 202, Permits, was
adopted and approved and is sufficient
to achieve compliance with the
SLOCAPCD rules and regulations and
the previous goals of Rule 102. Because
Rule 102 is no longer necessary and,
therefore, redundant, the rule was
rescinded by the district governing
board.

SLOCAPCD Rule 408, Gasoline
Specifications and SCAQMD, Rule 432,
Gasoline Specifications prohibit the sale
or supply of gasoline with a degree of
unsaturation greater than Bromine
Number 30. The California Legislature
adopted a bill which delegates the
authority to regulate and enforce fuel
specifications to the California Air
Resources Board (CARB). As a result of
the legislation, the requirements of
SLOCAPCD Rule 408 and SCAQMD
Rule 432 are no longer in effect,

1EPA adopted the completeness criteria on
February 16, 1990 (55 FR 5830) and, pursuant to
section 110(k)(1)(A) of the CAA, revised the criteria
on August 26, 1991 (56 FR 42216).

therefore, these rules were repealed by
their respective district governing
boards.

I11. EPA Evaluation and Action

EPA has evaluated all the appropriate
background and submittal
documentation for these recisions. EPA
has determined that the recision of
SLOCAPCD Rule 102 is approvable
since the requirements for permit
compliance are embodied in
SLOCAPCD Rule 202.

EPA has also determined that the
recision of SLOCAPCD Rule 408 and
SCAQMD Rule 432 is approvable since
the CARB now regulates fuel
specifications.

The rule recisions are consistent with
the CAA, EPA regulations, and EPA
policy. Therefore, the recision of
SLOCAPCD Rules 102 and 408 and
SCAQMD Rule 432 are being approved
under section 110(k)(3) of the CAA as
meeting the requirements of section
110(a) and part D.

EPA is publishing this rule without
prior proposal because the Agency
views this as a noncontroversial
amendment and anticipates no adverse
comments. However, in the proposed
rules section of this Federal Register
publication, EPA is publishing a
separate document that will serve as the
proposal to approve the SIP revision
should adverse comments be filed. This
rule will be effective November 29,
1999, without further notice unless the
Agency receives adverse comments by
November 1, 1999.

If the EPA receives such comments,
then EPA will publish a timely
withdrawal in the Federal Register
informing the public that the rule will
not take effect. All public comments
received will then be addressed in a
subsequent final rule based on the
proposed rule. The EPA will not
institute a second comment period. Any
parties interested in commenting on this
rule should do so at this time. If no such
comments are received, the public is
advised that this rule is effective on
November 29, 1999, and no further
action will be taken on the proposed
rule.

IVV. Administrative Requirements
A. Executive Order 12866

The Office of Management and Budget
(OMB) has exempted this regulatory
action from Executive Order (E.O.)
12866, Regulatory Planning and Review.

B. Executive Order 12875

Under Executive Order 12875,
Enhancing the Intergovernmental
Partnership, EPA may not issue a

regulation that is not required by statute
and that creates a mandate upon a State,
local or tribal government, unless the
Federal government provides the funds
necessary to pay the direct compliance
costs incurred by those governments, or
EPA consults with those governments. If
EPA complies by consulting, Executive
Order 12875 requires EPA to provide to
the Office of Management and Budget a
description of the extent of EPA’s prior
consultation with representatives of
affected State, local and tribal
governments, the nature of their
concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local and tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”
Today'’s rule does not create a mandate
on State, local or tribal governments.
The rule does not impose any
enforceable duties on these entities.
Accordingly, the requirements of
section 1(a) of E.O. 12875 do not apply
to this rule.

C. Executive Order 13045

Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997),
applies to any rule that: (1) is
determined to be “‘economically
significant” as defined under E.O.
12866, and (2) concerns an
environmental health or safety risk that
EPA has reason to believe may have a
disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children, and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency. This rule is
not subject to E.O. 13045 because it does
not involve decisions intended to
mitigate environmental health or safety
risks.

D. Executive Order 13084

Under Executive Order 13084,
Consultation and Coordination with
Indian Tribal Governments, EPA may
not issue a regulation that is not
required by statute, that significantly or
uniquely affects the communities of
Indian tribal governments, and that
imposes substantial direct compliance
costs on those communities, unless the
Federal government provides the funds
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necessary to pay the direct compliance
costs incurred by the tribal
governments, or EPA consults with
those governments. If EPA complies by
consulting, Executive Order 13084
requires EPA to provide to the Office of
Management and Budget, in a separately
identified section of the preamble to the
rule, a description of the extent of EPA’s
prior consultation with representatives
of affected tribal governments, a
summary of the nature of their concerns,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 13084 requires EPA to
develop an effective process permitting
elected officials and other
representatives of Indian tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory policies on matters that
significantly or uniquely affect their
communities.” Today’s rule does not
significantly or uniquely affect the
communities of Indian tribal
governments. Accordingly, the
requirements of section 3(b) of E.O.
13084 do not apply to this rule.

E. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires an agency to conduct
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements unless the
agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Small entities include small businesses,
small not-for-profit enterprises, and
small governmental jurisdictions. This
final rule will not have a significant
impact on a substantial number of small
entities because SIP approvals under
section 110 and subchapter I, part D of
the Clean Air Act do not create any new
requirements but simply approve
requirements that the State is already
imposing. Therefore, because the
Federal SIP approval does not create
any new requirements, | certify that this
action will not have a significant
economic impact on a substantial
number of small entities. Moreover, due
to the nature of the Federal-State
relationship under the Clean Air Act,
preparation of flexibility analysis would
constitute Federal inquiry into the
economic reasonableness of state action.
The Clean Air Act forbids EPA to base
its actions concerning SIPs on such
grounds. Union Electric Co., v. U.S.
EPA, 427 U.S. 246, 25566 (1976); 42
U.S.C. 7410(a)(2).

F. Unfunded Mandates

Under section 202 of the Unfunded
Mandates Reform Act of 1995
(“Unfunded Mandates Act”), signed

into law on March 22, 1995, EPA must
prepare a budgetary impact statement to
accompany any proposed or final rule
that includes a Federal mandate that
may result in estimated annual costs to
State, local, or tribal governments in the
aggregate; or to private sector, of $100
million or more. Under section 205,
EPA must select the most cost-effective
and least burdensome alternative that
achieves the objectives of the rule and
is consistent with statutory
requirements. Section 203 requires EPA
to establish a plan for informing and
advising any small governments that
may be significantly or uniquely
impacted by the rule.

EPA has determined that the approval
action promulgated does not include a
Federal mandate that may result in
estimated annual costs of $100 million
or more to either State, local, or tribal
governments in the aggregate, or to the
private sector. This Federal action
approves pre-existing requirements
under State or local law, and imposes
no new requirements. Accordingly, no
additional costs to State, local, or tribal
governments, or to the private sector,
result from this action.

G. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major” rule as defined by 5 U.S.C.
804(2).

H. Petitions for Judicial Review

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by November 29,
1999. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this rule for the purposes of judicial
review nor does it extend the time
within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to

enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Hydrocarbons,
Incorporation by reference,
Intergovernmental relations, Ozone,
Reporting and recordkeeping
requirements, Volatile organic
compounds.

Dated: September 14, 1999.

Keith Takata,
Acting Regional Administrator, Region IX.

Part 52, Chapter I, Title 40 of the Code
of Federal Regulations is amended as
follows:

PART 52—[AMENDED]

1. The authority citation for Part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

Subpart F—California

2. Section 52.220 is amended by
adding paragraphs (c)(32)(iv)(F) and
(35)(xii)(G) to read as follows:

§52.220 Identification of plan.
* * * * *

(C) * * *

(iV) * X *

(F) Previously approved on June 14,
1978 and now deleted without
replacement Rule 432.

* * * * *

(35) * X *

(Xii) * ok *

(G) Previously approved on August 4,
1978 and now deleted without
replacement Rules 102 and 408.

* * * * *

[FR Doc. 99-25304 Filed 9-29-99; 8:45 am]
BILLING CODE 6560-50-U

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[DC040-2016; FRL-6448-9]

Approval and Promulgation of Air
Quality Implementation Plans; District

of Columbia; GSA Central and West
Heating Plants

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: EPA is taking direct final
action approving revisions to the
District of Columbia State
Implementation Plan (SIP). The
revisions consist of portions of an
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operating permit which reduce sulfur
dioxide (SO) emissions from two
steam-generating facilities located in the
District of Columbia. The intent of this
action is to approve, as SIP revisions,
portions of the operating permit issued
by the District of Columbia on October
17, 1997 to the General Services
Administration (GSA) for its Central
Heating and Refrigeration Plant and
West Heating Plant in accordance with
the requirements of the Clean Air Act
(the Act).

DATES: This rule is effective on
November 29, 1999 without further
notice, unless EPA receives adverse
written comment by November 1, 1999.
If EPA receives such comments, it will
publish a timely withdrawal of the
direct final rule in the Federal Register
and inform the public that the rule will
not take effect.

ADDRESSES: Written comments should
be mailed to Walter Wilkie, Acting
Chief, Technical Assessment Branch,
Mailcode 3AP22, U.S. Environmental
Protection Agency, Region Ill, 1650
Arch Street, Philadelphia, Pennsylvania
19103. Copies of the documents relevant
to this action are available for public
inspection during normal business
hours at the Air Protection Division,
U.S. Environmental Protection Agency,
Region 111, 1650 Arch Street,
Philadelphia, Pennsylvania 19103; the
Air and Radiation Docket and
Information Center, U.S. Environmental
Protection Agency, 401 M Street, SW,
Washington, DC 20460; District of
Columbia Department of Public Health,
Air Quality Division, 51 N Street, N.E.,
Washington, DC 20002.

FOR FURTHER INFORMATION CONTACT:
Denis Lohman (215) 814-2192, or by e-
mail at lohman.denny@epa.gov.
SUPPLEMENTARY INFORMATION:

l. Background

On October 23, 1997, the District of
Columbia submitted a formal revision to
its SIP. The SIP revision consisted of an
October 17, 1997 operating permit
issued by the District of Columbia to
GSA for its Central Refrigeration and
Heating Plant (CHRP) and West Heating
Plant (WHP). On December 16, 1998, the
District submitted an amendment
intended to clarify the scope of its of
October 23, 1997 submittal. The
amendment clarified that the District is
only requesting that portions of the
operating permit be approved and
incorporated into the SIP. EPA is
approving all of the portions of the
permit requested by the District in its
December 16, 1998 submittal. While the
other provisions of the operating permit
are federally enforceable pursuant to

Title V of the Act, certain SO
provisions are being approved as SIP
revisions because they are needed to
ensure attainment of the annual
National Ambient Air Quality Standards
(NAAQS) set for SO..

Il. Summary of SIP Revision

The operating permit imposes
emission limits for SO, and establishes
restrictions on fuel burning capabilities
to minimize SO, from the plants. The
operating permit requires the
combustion of natural gas at all times at
GSA’s CHRP and WHP. There is,
however, a provision for the use of No.
2 “on-road Diesel” fuel with a
maximum sulfur content of five
hundredths weight percent (0.05%u: )
during periods of natural gas service
interruption by the supplier. In addition
to limiting the sulfur content of the fuel
that may be combusted during periods
of natural gas interruption, the permit
also limits the total gallons per calendar
year that may be combusted at each
facility. These restrictions on fuel type
and usage have significantly reduced
the SO, emissions from these plants to
the point where such emissions presents
a negligible potential for impact on the
surrounding area. Under the existing
SIP, the average annual SO, emissions
for CHRP and WHP were 523 and 626
tons per year, respectively, during the
period of 1980 to 1990, inclusively. The
provisions of the operating permit,
which are the subject of this SIP
revision, restrict annual SO emissions
to 17 tons per year at CHRP and 12 tons
per year at WHP.

The permit provisions being approved
as SIP revisions also require GSA to
report the necessary information to
ensure compliance with the annual
emission limits. The principle
compliance determination method is the
use of continuous emissions monitoring
when combusting natural gas or No. 2
“on-road Diesel” fuel. In addition, the
District requires fuel analysis or fuel
certification substantiating the
maximum hydrogen sulfide and weight
percent sulfur of the gas or oil
consumed. GSA must submit quarterly
reports for each boiler at CHRP and
WHP including; hours of service, types
and quantities of fuel combusted, fuel
composition and heat content, service
interruptions and total tons of SO,
emitted on a monthly basis and on
rolling 12 month basis. Monthly reports
are to be prepared demonstrating GSA'’s
maintenance of the NAAQS for SOz in
the vicinity of the two facilities. Sulfur-
in-fuel reports are due each month
detailing specific information about fuel
oil, if any, that was burned during the
month. The level of reporting detailed

above provides adequate assurance that
the compliance status of GSA can be
quickly and accurately tracked at all
times.

EPA has determined that the portions
of GSA’s operating permit which the
District of Columbia has requested be
approved as SIP revisions serve to
strengthen the District of Columbia SO
SIP, and EPA is therefore approving the
District’s request.

EPA is publishing this rule without
prior proposal because the Agency
views this as a noncontroversial
amendment and anticipates no adverse
comment. However, in the “Proposed
Rules’ section of today’s Federal
Register, EPA is publishing a separate
document that will serve as the proposal
to approve the District’s SIP revision if
adverse comments are filed. This rule
will be effective on November 29, 1999
without further notice unless EPA
receives adverse comment by November
1, 1999. If EPA receives adverse
comment, EPA will publish a timely
withdrawal in the Federal Register
informing the public that the rule will
not take effect. EPA will address all
public comments in a subsequent final
rule based on the proposed rule. EPA
will not institute a second comment
period on this action. Any parties
interested in commenting must do so at
this time.

I11. Final Action

EPA is approving, as a revision to the
District of Columbia SIP, the District’s
December 16, 1998 submittal (amending
its October 23, 1997 submittal)
consisting of portions of the operating
permit issued by the District on October
17, 1997 to GSA for its Central and West
Heating Plants.

IV. Administrative Requirements
A. Executive Order 12866

The Office of Management and Budget
(OMB) has exempted this regulatory
action from review under E.O. 12866,
entitled ““Regulatory Planning and
Review.”

B. Executive Order 12875

Under E.O. 12875, EPA may not issue
a regulation that is not required by
statute and that creates a mandate upon
a state, local, or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments. If EPA complies by
consulting, E.O. requires EPA to provide
to the Office of Management and Budget
a description of the extent of EPA’s
prior consultation with representatives
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of affected state, local, and tribal
governments, the nature of their
concerns, copies of written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition, E.O.
12875 requires EPA to develop an
effective process permitting elected
officials and other representatives of
state, local, and tribal governments ‘‘to
provide meaningful and timely input in
the development of regulatory proposals
containing significant unfunded
mandates.” Today’s rule does not create
a mandate on state, local or tribal
governments. The rule does not impose
any enforceable duties on these entities.
Accordingly, the requirements of
section 1(a) of E.O. 12875 do not apply
to this rule.

C. Executive Order 13045

E.O. 13045, entitled “‘Protection of
Children from Environmental Health
Risks and Safety Risks™ (62 FR 19885,
April 23, 1997), applies to any rule that
the EPA determines (1) is ““‘economically
significant,” as defined under E.O.
12866, and (2) the environmental health
or safety risk addressed by the rule has
a disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency.

This final rule is not subject to E.O.
13045 because it is not an economically
significant regulatory action as defined
by E.O. 12866, and it does not address
an environmental health or safety risk
that would have a disproportionate
effect on children.

D. Executive Order 13084

Under E.O. 13084, EPA may not issue
a regulation that is not required by
statute, that significantly affects or
uniquely affects the communities of
Indian tribal governments, and that
imposes substantial direct compliance
costs on those communities, unless the
Federal government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If EPA complies by
consulting, Executive Order 13084
requires EPA to provide to the Office of
Management and Budget, in a separately
identified section of the preamble to the
rule, a description of the extent of EPA’s
prior consultation with representatives
of affected tribal governments, a
summary of the nature of their concerns,
and a statement supporting the need to
issue the regulation. In addition,

Executive Order 13084 requires EPA to
develop an effective process permitting
elected and other representatives of
Indian tribal governments “‘to provide
meaningful and timely input in the
development of regulatory policies on
matters that significantly or uniquely
affect their communities.” Today’s rule
does not significantly or uniquely affect
the communities of Indian tribal
governments. This action does not
involve or impose any requirements that
affect Indian Tribes. Accordingly, the
requirements of section 3(b) of E.O.
13084 do not apply to this rule.

E. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires an agency to conduct
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements unless the
agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Small entities include small businesses,
small not-for-profit enterprises, and
small governmental jurisdictions. This
final rule will not have a significant
impact on a substantial number of small
entities because SIP approvals under
section 110 and subchapter I, part D of
the Clean Air Act does not create any
new requirements but simply approve
requirements that the State is already
imposing. Therefore, because the
Federal SIP approval does not create
any new requirements, | certify that this
action will not have a significant
economic impact on a substantial
number of small entities. Moreover, due
to the nature of the Federal-State
relationship under the Clean Air Act,
preparation of a flexibility analysis
would constitute Federal inquiry into
the economic reasonableness of state
action. The Clean Air Act forbids EPA
to base its actions concerning SIPs on
such grounds. Union Electric Co. v. U.S.
EPA, 427 U.S. 246, 255-66 (1976); 42
U.S.C. 7410(8)(2).

F. Unfunded Mandates

Under section 202 of the Unfunded
Mandates Reform Act of 1995
(“Unfunded Mandates Act”), signed
into law on March 22, 1995, EPA must
prepare a budgetary impact statement to
accompany any proposed or final rule
that includes a Federal mandate that
may result in estimated annual costs to
State, local, or tribal governments in the
aggregate; or to private sector, of $100
million or more. Under section 205,
EPA must select the most cost-effective
and least burdensome alternative that
achieves the objectives of the rule and
is consistent with statutory
requirements. Section 203 requires EPA

to establish a plan for informing and
advising any small governments that
may be significantly or uniquely
impacted by the rule.

EPA has determined that the approval
action promulgated does not include a
Federal mandate that may result in
estimated annual costs of $100 million
or more to either State, local, or tribal
governments in the aggregate, or to the
private sector. This Federal action
approves pre-existing requirements
under State or local law, and imposes
no new requirements. Accordingly, no
additional costs to State, local, or tribal
governments, or to the private sector,
result from this action.

G. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. Section 804,
however, exempts from section 801 the
following types of rules: rules of
particular applicability; rules relating to
agency management or personnel; and
rules of agency organization, procedure,
or practice that do not substantially
affect the rights or obligations of non-
agency parties. 5 U.S.C. 804(3). EPAis
not required to submit a rule report
regarding today’s action under section
801 because this is a rule of particular
applicability pertaining only to the
General Services Administration’s
(GSA) Central Heating and Refrigeration
Plant and West Heating Plant located in
the District of Columbia.

H. Petitions for Judicial Review

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by November 29,
1999. Filing a petition for
reconsideration by the Administrator of
this final rule, pertaining to GSA’s
operating permit for its Central and
West heating plants, does not affect the
finality of this rule for the purposes of
judicial review nor does it extend the
time within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action approving
portions of the District’s operating
permit issued to GSA for its Central and
West heating plants may not be
challenged later in proceedings to
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enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Reporting and recordkeeping
requirements, Sulfur oxides.

Dated: September 20, 1999.

W. Michael McCabe,

Regional Administrator, Region Ill.
40 CFR part 52 is amended as follows:

PART 52—[AMENDED]

1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

Subpart J—District of Columbia

2. In Section 52.470, the entry for
GSA permit-to-operate fuel-burning
equipment in the “EPA Approved
District of Columbia Source-specific

requirements’ table in paragraph (d) is
added and the entry ““None”’ is removed
to read as follows:

§52.470 Identification of plan.

* * * * *

(d) EPA-Approved District of
Columbia Source-Specific Requirements

EPA-APPROVED DISTRICT OF COLUMBIA SOURCE-SPECIFIC REQUIREMENTS

Name of Source

Permit number

State effective
date

EPA approval
date

Comments

General Services Administration
Central Heating and Refrigera-
tion Plant and West Heating
Plant.

N/A—it is the operating permit
issued to GSA by the District of
Columbia on October 17, 1997.

Oct 17, 1997.

Sept 30, 1999
[page cite.].

The following portions of GSA'’s
operating permit are not in-
cluded in the SIP: The portion
of Condition 3 referring to Table
1, Table 1, Condition 4, Table 3,
and Condition 17.

[FR Doc. 99-25422 Filed 9-29-99; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[DE039-1026; FRL—6449-2]

Approval and Promulgation of Air
Quality Implementation Plans;
Delaware; Enhanced Motor Vehicle
Inspection and Maintenance (I/M)
Program

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is approving a State
Implementation Plan (SIP) revision
submitted by the State of Delaware. This
revision establishes and requires the
implementation of an enhanced motor
vehicle inspection and maintenance
(I/M) program in the counties of Kent
and New Castle. The intended effect of
this action is to approve the Delaware
enhanced motor vehicle I/M program as
a SIP revision under the Clean Air Act
(the Act).

EFFECTIVE DATE: This final rule is
effective on November 1, 1999.

ADDRESSES: Copies of the documents
relevant to this action are available for
public inspection during normal
business hours at the Air Protection
Division, U.S. Environmental Protection
Agency, Region 11, 1650 Arch Street,
Philadelphia, Pennsylvania 19103; and
Delaware Department of Natural

Resources & Environmental Control, 89
Kings Highway, Dover, Delaware 19903.
FOR FURTHER INFORMATION CONTACT: Jill
Webster, (215) 814—2033, or by e-mail at
Webster.Jill@epa.gov.

SUPPLEMENTARY INFORMATION:

I. Background

OnJuly 7, 1999 (64 FR 36635), EPA
published a notice of proposed
rulemaking (NPR) for the State of
Delaware. The NPR proposed approval
of revisions to the SIP for an enhanced
motor vehicle I/M program. The formal
SIP revision was submitted by the
Delaware Department of Natural
Resources and Environmental Control
(DNREC) on June 16, 1998 and
additional revisions were submitted on
May 24, 1999. A description of
Delaware’s submittals and EPA’s
rationale for our proposed action were
presented in the NPR and will not be
restated here. No public comments were
received on the NPR.

Additionally, EPA is not requiring the
State of Delaware to implement section
40 CFR 51.356 (a)(4) dealing with
federal installations within I/M areas at
this time. The Department of Justice has
recommended to EPA that these
provisions of the federal I/M regulation
be revised since it appears to grant
states authority to regulate federal
installations in circumstances where the
federal government has not waived
sovereign immunity. Federally owned
vehicles operated in Delaware are
required to meet the same requirements
as Delaware registered vehicles, but it
would not be appropriate to require
compliance with this regulation if it is
not constitutionally authorized. EPA

will be revising these provisions in the
future. EPA will review state I/M SIPs
with respect to this issue when the
revised rule is final. EPA is neither
approving nor disapproving
requirements which apply to federal
facilities at this time.

EPA believes that approval of
Delaware’s I/M program was sufficiently
proposed in the rulemaking process and
that omitting its requirements pursuant
to section 40 CFR 51.356(a)(4) from this
approval would not warrant further
comment, because responsibility for
compliance with those requirements
rests with the Federal government. For
this reason, EPA invokes the “good
cause” clause of the Administrative
Procedure Act section 553(b)(B) to make
this change in this final notice. It would
be contrary to the public interest to take
final action on these provisions which
may be unconstitutional and which EPA
is currently revising.

I1. Final Action

EPA is approving Delaware’s low
enhanced I/M program as a revision to
the Delaware SIP, with the exception of
its provisions for federal facilities.

I11. Administrative Requirements
A. Executive Orders 12866

The Office of Management and Budget
(OMB) has exempted this regulatory
action from review under E.O. 12866,
entitled ““Regulatory Planning and
Review.”

B. Executive Orders on Federalism

Under E.O. 12875, EPA may not issue
a regulation that is not required by
statute and that creates a mandate upon



52658  Federal Register/Vol. 64,

No. 189/ Thursday, September 30, 1999/Rules and Regulations

a state, local, or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments. If EPA complies by
consulting, E.O. requires EPA to provide
to the Office of Management and Budget
a description of the extent of EPA’s
prior consultation with representatives
of affected state, local, and tribal
governments, the nature of their
concerns, copies of written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition, E.O.
12875 requires EPA to develop an
effective process permitting elected
officials and other representatives of
state, local, and tribal governments ‘‘to
provide meaningful and timely input in
the development of regulatory proposals
containing significant unfunded
mandates.” Today’s rule does not create
a mandate on state, local or tribal
governments. The rule does not impose
any enforceable duties on these entities.
Accordingly, the requirements of
section 1(a) of E.O. 12875 do not apply
to this rule.

On August 4, 1999, President Clinton
issued a new executive order on
federalism, Executive Order 13132, (64
FR 43255 (August 10, 1999), which will
take effect on November 2, 1999. In the
interim, the current Executive Order
12612, (52 FR 41685 (October 30, 1987),
on federalism still applies. This rule
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 12612. The rule affects
only one State, and does not alter the
relationship or the distribution of power
and responsibilities established in the
Clean Air Act.

C. Executive Order 13045

E.O. 13045, entitled “‘Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997), applies to any rule that
the EPA determines (1) is ““‘economically
significant,” as defined under E.O.
12866, and (2) the environmental health
or safety risk addressed by the rule has
a disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency. This final
rule is not subject to E.O. 13045 because
it is not an economically significant

regulatory action as defined by E.O.
12866, and it does not address an
environmental health or safety risk that
would have a disproportionate effect on
children.

D. Executive Order 13084

Under E.O. 13084, EPA may not issue
a regulation that is not required by
statute, that significantly affects or
uniquely affects the communities of
Indian tribal governments, and that
imposes substantial direct compliance
costs on those communities, unless the
Federal government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If EPA complies by
consulting, Executive Order 13084
requires EPA to provide to the Office of
Management and Budget, in a separately
identified section of the preamble to the
rule, a description of the extent of EPA’s
prior consultation with representatives
of affected tribal governments, a
summary of the nature of their concerns,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 13084 requires EPA to
develop an effective process permitting
elected and other representatives of
Indian tribal governments “‘to provide
meaningful and timely input in the
development of regulatory policies on
matters that significantly or uniquely
affect their communities.” Today’s rule
does not significantly or uniquely affect
the communities of Indian tribal
governments. This action does not
involve or impose any requirements that
affect Indian Tribes. Accordingly, the
requirements of section 3(b) of E.O.
13084 do not apply to this rule.

E. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires an agency to conduct
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements unless the
agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Small entities include small businesses,
small not-for-profit enterprises, and
small governmental jurisdictions. This
final rule will not have a significant
impact on a substantial number of small
entities because SIP approvals under
section 110 and subchapter I, part D of
the Clean Air Act do not create any new
requirements but simply approve
requirements that the State is already
imposing. Therefore, because the
Federal SIP approval does not create
any new requirements, | certify that this
action will not have a significant
economic impact on a substantial
number of small entities. Moreover, due

to the nature of the Federal-State
relationship under the Clean Air Act,
preparation of a flexibility analysis
would constitute Federal inquiry into
the economic reasonableness of state
action. The Clean Air Act forbids EPA
to base its actions concerning SIPs on
such grounds. Union Electric Co. v. U.S.
EPA, 427 U.S. 246, 25566 (1976); 42
U.S.C. 7410(a)(2).

F. Unfunded Mandates

Under section 202 of the Unfunded
Mandates Reform Act of 1995
(“Unfunded Mandates Act”), signed
into law on March 22, 1995, EPA must
prepare a budgetary impact statement to
accompany any proposed or final rule
that includes a Federal mandate that
may result in estimated annual costs to
State, local, or tribal governments in the
aggregate; or to private sector, of $100
million or more. Under section 205,
EPA must select the most cost-effective
and least burdensome alternative that
achieves the objectives of the rule and
is consistent with statutory
requirements. Section 203 requires EPA
to establish a plan for informing and
advising any small governments that
may be significantly or uniquely
impacted by the rule.

EPA has determined that the approval
action promulgated does not include a
Federal mandate that may result in
estimated annual costs of $100 million
or more to either State, local, or tribal
governments in the aggregate, or to the
private sector. This Federal action
approves pre-existing requirements
under State or local law, and imposes
no new requirements. Accordingly, no
additional costs to State, local, or tribal
governments, or to the private sector,
result from this action.

G. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).
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H. Petitions for Judicial Review

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by November 29,
1999. Filing a petition for
reconsideration by the Administrator of
this final rule to approve the Delaware
enhanced I/M SIP does not affect the
finality of this rule for the purposes of
judicial review nor does it extend the
time within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to

enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Carbon monoxide,
Hydrocarbons, Intergovernmental
relations, Nitrogen dioxide, Ozone,
Reporting and recordkeeping
requirements.

Dated: September 20, 1999.
W. Michael McCabe,
Regional Administrator, Region I1l.

40 CFR part 52 is amended as follows:

PART 52—[AMENDED]

1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart I—Delaware

2. In Section 52.420, the table in
paragraph (c) entitled “EPA-Approved
Regulations in the Delaware SIP” is
amended by revising the entry for
Regulation 26—Motor Vehicle
Emissions Inspections Program, and
adding an entry for Regulation 31—Low
Enhanced Inspection and Maintenance

Program.
§52.420 Identification of plan.
* * * * *

(c) EPA approved regulations.

EPA-APPROVED REGULATIONS IN THE DELAWARE SIP

State EPA
State citation Title subject effective approval Comments
date date
* * * * * *

Regulation 26 MOTOR VEHICLE EMISSIONS INSPECTION PROGRAM

Section 1 ....ccovviveeninne Applicability and Definitions ............c.cccecuenee 4/1/90 1/06/92 ......cocvevienne Regulation 26 provisions apply to
57 FR 351 Sussex County only, effective
November 1, 1999.
Section 2 ......cceeeeenen. General Provisions .........c.cccoevvveiinieinneenns 4/1/90 1/06/92 ......ccvvcvvrnenen.
57 FR 351.
Section 3 ....oooviiieiinenn. Registration Requirement ............ccccoecveeennes 5/9/85 12/08/86 ........ccoueennen
51 FR 44068
Section 4 .....ccoeevennene EXEMPLIONS ..vviiiiiiecieceeeec 4/1/90 01/06/92 .......
57 FR 351 ...
Section 5 ... Enforcement ..o 7/6/82 10/17/83 .......
48 FR 46986
Section 6 ......ccoecveenieene Compliance, Waivers, Extensions of Time, 4/1/90 01/06/92 .......
and Repairs. 57 FR 351 ...
Section 7 ...oocoeviiennenns Inspection Facility Requirements .................. 7/6/82 10/17/83 .......
48 FR 46986
Section 8 .......ccvveeenne Certification of Motor Vehicle Officers .......... 7/6/82 10/17/83 ...........
48 FR 46986 ....
Section 9 ....ocoiviienene Calibration and Test Procedures and Ap- 7/6/82 10/17/83 ...........
proved Equipment. 48 FR 46986
Technical Memo- Motor Vehicle Inspection and Maintenance 4/1/90 01/06/92 .......ccevueenn.
randum 1. Program Vehicle Test Procedure and Ma- 57 FR 351 .....cccveeeee.
chine Calibration.
Regulation 31 Low Enhanced Inspection and Maintenance Program
Section 1 ....ccovvveeninne Applicability ......ccooieiieii 8/13/98 9/30/99 ......cccviiiiiinn Provisions apply to New Castle
and Kent Counties
Section 2 Low Enhanced I/M performance standard .... 8/13/98 9/30/99
Section 3 Network type and program evaluation .......... 6/11/99 9/30/99
Section 4 Test Frequency and Convenience ................ 6/11/99 9/30/99
Section 5 Vehicle Coverage-except paragraph (4) 6/11/99 9/30/99
which applies to federal facilities.
Section 6 ......cceceeieene Test Procedures and Standards ................... 6/11/99 9/30/99 ......cccovvriiens
Section 7 ....ooovveiiennens Waivers and Compliance Via Diagnostic In- 8/13/98 9/30/99 ......cccoveviiiens
spection.
Section 8 .....cceeeveeennee. Motorist Compliance Enforcement ................ 8/13/98 9/30/99 ....cccevivreenen.
Section 9 .....ceeeieeenne. Enforcement Against Operators and Motor 8/13/98 9/30/99 .....ccoviienen.
Vehicle Technicians.
Section 10 ........cceeueeee. Improving Repair Effectiveness 8/13/98 9/30/99
Section 11 ... Compliance with Recall Notices .. 8/13/98 9/30/99
Section 12 ........ccccc...ee. On-Road TeStiNg ....cccccevverieeieiiiee e 8/13/98 9/30/99
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EPA-APPROVED REGULATIONS IN THE DELAWARE SIP—Continued

State EPA
State citation Title subject effective approval Comments
date date

Section 13 ........ccoeeneee. Implementation Deadlines ............cccceevvveennee 6/11/99 9/30/99 .....cccoviienen.

Appendix 1(d) ............. Commitment to Extend the I/M Program to 8/13/98 9/30/99 ......cccoieiiiinn
the Attainment Date Letter from Secretary
Tulou to EPA Administrator, W. Michael
McCabe.

Appendix 3 (a)(7) ........ Exhaust Emission Limits According to Model 8/13/98 9/30/99 ......cccoviiiiienn
Year.

Appendix 3(c)(2) ......... VMASTM Test Procedure .........cccceeveereeennnn. 6/11/99 9/30/99 ......ccceviviiienn

Appendix 4(a) ............. Sections from Delaware Criminal and Traffic 8/13/98 9/30/99 .....ccovivienen.
Law Manual.

Appendix 5(a) ............. Division of Motor Vehicles Policy on Out-of- 8/13/98 9/30/99 .....ccceeiiieen.
State Renewals.

Appendix 5(f) .....cccoe... Clean Screening Vehicle Exemption ............ 6/11/99 9/30/99

Appendix 6(a) ............. Idle Emissions Test Procedures ................... 6/11/99 9/30/99 ....

Appendix 6(a)(5) ......... Vehicle Emission Repair Report Form ......... 8/13/98 9/30/99

Appendix 6(a)(8) ......... Evaporative System Integrity (Pressure) 8/13/98 9/30/99 ......cccoviviiienn
Test.

Appendix 7(a) ............. Emission Repair Technician Certification 8/13/98 9/30/99 ......cccoviviiienn
Process.

Appendix 8(a) ............. Registration Denial System Requirements 8/13/98 9/30/99 ......cccoviiiiienn
Definition.

Appendix 9(a) ............. Enforcement Against Operators and Inspec- 8/13/98 9/30/99 ......cccoviiiiienn
tors.

§52.424 [Amended]

3. In section 52.424, paragraph (b) is
removed and reserved.
[FR Doc. 99-25424 Filed 9-29-99; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 62

[TN 222-1-9928a; FRL—6448-3]
Approval and Promulgation of State

Plans For Designated Facilities and
Pollutants: Tennessee

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: The United States
Environmental Protection Agency (EPA)
is approving the section 111(d) Plan
submitted by the Tennessee Department
of Environment and Conservation (DEC)
for the State of Tennessee on January 8,
1999, for implementing and enforcing
the Emissions Guidelines (EG)
applicable to existing Municipal Solid
Waste (MSW) Landfills.

DATES: This direct final rule is effective
on November 29, 1999 without further
notice, unless EPA receives significant,
material, and adverse comment by
November 1, 1999. If EPA receives
adverse comment, we will publish a
timely withdrawal of the direct final

rule in the Federal Register and inform

the public that the rule will not take

effect.

ADDRESSES: You should address

comments on this action to Steven M.

Scofield at the EPA, Region 4 Air

Planning Branch, 61 Forsyth Street, SW,

Atlanta, Georgia 30303.

Copies of documents related to this
action are available for the public to
review during normal business hours at
the locations below. If you would like
to review these documents, please make
an appointment with the appropriate
office at least 24 hours before the
visiting day. Reference file TN 222-1—
9928a. The Region 4 office may have
additional documents not available at
the other locations.

Environmental Protection Agency,
Region 4 Air Planning Branch, 61
Forsyth Street, SW, Atlanta, Georgia
30303. Steven M. Scofield, 404/562—
9034.

Tennessee Department of Environment
and Conservation, Division of Air
Pollution Control, 9th Floor L & C
Annex, 401 Church Street, Nashville,
Tennessee 37243-1531, 615/532—
0554.

FOR FURTHER INFORMATION CONTACT:

Scott Davis at 404/562—-9127 or Steven

M. Scofield at 404/562—-9034.

SUPPLEMENTARY INFORMATION:

I. Background

Under section 111(d) of the Clean Air
Act (Act), EPA has established

procedures whereby States submit plans
to control certain existing sources of
“designated pollutants.” Designated
pollutants are defined as pollutants for
which a standard of performance for
new sources applies under section 111,
but which are not “criteria pollutants”
(i.e., pollutants for which National
Ambient Air Quality Standards
(NAAQS) are set pursuant to sections
108 and 109 of the Act) or hazardous air
pollutants (HAPSs) regulated under
section 112 of the Act. As required by
section 111(d) of the Act, EPA
established a process at 40 CFR part 60,
subpart B, which States must follow in
adopting and submitting a section
111(d) plan. Whenever EPA
promulgates a new source performance
standard (NSPS) that controls a
designated pollutant, EPA establishes
EG in accordance with 40 CFR 60.22
which contain information pertinent to
the control of the designated pollutant
from that NSPS source category (i.e., the
“designated facility” as defined at 40
CFR 60.21(b)). Thus, a State, local, or
tribal agency’s section 111(d) plan for a
designated facility must comply with
the EG for that source category as well
as 40 CFR part 60, subpart B.

On March 12, 1996, EPA published
EG for existing MSW landfills at 40 CFR
part 60, subpart Cc (40 CFR 60.30c
through 60.36¢) and NSPS for new
MSW Landfills at 40 CFR part 60,
subpart WWW (40 CFR 60.750 through
60.759). (See 61 FR 9905-9944.) The
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pollutants regulated by the NSPS and
EG are MSW landfill emissions, which
contain a mixture of volatile organic
compounds (VOCs), other organic
compounds, methane, and HAPs. VOC
emissions can contribute to ozone
formation which can result in adverse
effects to human health and vegetation.
The health effects of HAPs include
cancer, respiratory irritation, and
damage to the nervous system. Methane
emissions contribute to global climate
change and can result in fires or
explosions when they accumulate in
structures on or off the landfill site. To
determine whether control is required,
nonmethane organic compounds
(NMOCs) are measured as a surrogate
for MSW landfill emissions. Thus,
NMOC is considered the designated
pollutant. The designated facility which
is subject to the EG is each existing
MSW landfill (as defined in 40 CFR
60.32c) for which construction,
reconstruction or modification was
commenced before May 30, 1991.

Pursuant to 40 CFR 60.23(a), States
were required to either: (1) Submit a
plan for the control of the designated
pollutant to which the EG applies; or (2)
Submit a negative declaration if there
were no designated facilities in the State
within nine months after publication of
the EG (by December 12, 1996).

EPA has been involved in litigation
over the requirements of the MSW
landfill EG and NSPS since the summer
of 1996. On November 13, 1997, EPA
issued a notice of proposed settlement
in National Solid Wastes Management
Association v. Browner, et.al, No. 96—
1152 (D.C. Cir), in accordance with
section 113(g) of the Act. See 62 FR
60898. It is important to note that the
proposed settlement does not vacate or
void the existing MSW landfill EG or
NSPS. Pursuant to the proposed
settlement agreement, EPA published a
direct final rulemaking on June 16,
1998, in which EPA is amending 40 CFR
part 60, subparts Cc and WWW, to add
clarifying language, make editorial
amendments, and to correct
typographical errors. See 63 FR 32743—
32753, 32783-32784. EPA regulations at
40 CFR 60.23(a)(2) provide that a State
has nine months to adopt and submit
any necessary State Plan revisions after
publication of a final revised emission
guideline document. Thus, States are
not yet required to submit State Plan
revisions to address the June 16, 1998,
direct final amendments to the EG. In
addition, as stated in the June 16, 1998,
preamble, the changes to 40 CFR part
60, subparts Cc and WWW, do not
significantly modify the requirements of
those subparts. See 63 FR 32744.
Accordingly, the MSW landfill EG

published on March 12, 1996, was used
as a basis by EPA for review of section
111(d) Plan submittals.

This action approves the section
111(d) Plan submitted by the Tennessee
DEC for the State of Tennessee to
implement and enforce subpart Cc.

I1. Discussion

The Tennessee DEC submitted to EPA
on January 8, 1999, in addition to a
prior portion of the plan submitted on
November 16, 1998, the following in
their section 111(d) Plan for
implementing and enforcing the
emission guidelines for existing MSW
landfills in the State of Tennessee:
Statutory and Legal Authority;
Enforceable Mechanisms; MSW Landfill
Source and Emissions Inventory;
Emission Limitations; Process for
Review and Approval of Collection and
Control System Design Plans; Testing,
Monitoring, Recordkeeping, and
Reporting; Compliance Schedule;
Demonstration That the Public Had
Adequate Notice and Public Hearing
Record; Submittal of Progress Reports to
EPA; Quality Assurance; and applicable
State of Tennessee codes and Tennessee
DEC Air Pollution Control regulations.

The approval of the Tennessee State
Plan is based on finding that: (1) The
Tennessee DEQ provided adequate
public notice of public hearings for the
proposed rulemaking and State Plan
which allows the Tennessee DEC to
implement and enforce the EG for MSW
landfills; and (2) The Tennessee DEC
also demonstrated legal authority to
adopt emission standards and
compliance schedules applicable to the
designated facilities; enforce applicable
laws, regulations, standards and
compliance schedules; seek injunctive
relief; obtain information necessary to
determine compliance; require
recordkeeping; conduct inspections and
tests; require the use of monitors;
require emission reports of owners and
operators; and make emission data
publicly available.

In the plan and appendix A, the
Tennessee DEC cites the following
reference demonstrating their legal
authority: Tennessee Code Annotated
68-201-105. On the basis of these codes
of the State of Tennessee, the State Plan
is approved as being at least as
protective as the Federal requirements
for existing MSW landfills.

In the plan and appendix B, the
Tennessee DEC cites the enforceable
mechanism for implementing the EG for
existing MSW landfills. The enforceable
mechanisms are the state regulations
adopted by the State of Tennessee in
Tennessee Air Pollution Control
Regulations, Paragraphs 1200-3-7—-

.07(7), (8), and (9). The State’s
regulations meet the Federal
requirements for an enforceable
mechanism and are approved as being at
least as protective as the Federal
requirements contained in subpart Cc
for existing MSW landfills.

In the plan and appendix B, the
Tennessee DEC cites all emission
limitations for the major pollutant
categories related to the designated sites
and facilities. These limitations in
Paragraph 1200-3-7-.07(7) are
approved as being at least as protective
as the Federal requirements contained
in subpart Cc for existing MSW
landfills.

The plan describes the process the
Tennessee DEC will utilize for the
review of site-specific design plans for
gas collection and control systems. The
process outlined in the Plan meets the
Federal requirements contained in
subpart Cc for existing MSW landfills.

In the plan, the Tennessee DEC cites
the compliance schedules adopted in
Paragraph 1200-3-7-.07(7)(c) for each
existing MSW landfill to be in
compliance within 30 months of the
effective date of their State regulation
(effective on December 28, 1998). These
compliance times for affected MSW
landfills address the required
compliance time lines of the EG. This
portion of the Plan has been reviewed
and approved as being at least as
protective as Federal requirements for
existing MSW landfills.

In appendix E of the plan, the
Tennessee DEC submitted a source and
emission inventory of all designated
pollutants for each MSW landfill in the
State of Tennessee. This portion of the
plan has been reviewed and approved as
meeting the Federal requirements for
existing MSW landfills.

The plan includes Tennessee’s legal
authority to require owners and
operators of designated facilities to
maintain records and report to their
Agency the nature and amount of
emissions and any other information
that may be necessary to enable their
Agency to judge the compliance status
of the facilities. The Tennessee DEC also
cites its legal authority to provide for
periodic inspection and testing and
provisions for making reports of MSW
landfill emissions data, correlated with
emission standards that apply, available
to the general public. Tennessee Code
68-201-105, Paragraph 1200-3-7-.07(7),
and Paragraph 1200-3-9-.02(11)
support the requirements of monitoring,
recordkeeping, reporting, and
compliance assurance. These Tennessee
regulations (appendices A, B, and C)
have been reviewed and approved as
being at least as protective as Federal
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requirements for existing MSW
landfills.

The Plan outlines how the Tennessee
DEC will provide progress reports of
Plan implementation updates to the
EPA on an annual basis. These progress
reports will include the required items
pursuant to 40 CFR part 60, subpart B.
This portion of the Plan has been
reviewed and approved as meeting the
Federal requirement for Plan reporting.

Consequently, EPA finds that the
Tennessee State Plan meets all of the
requirements applicable to such plans
in 40 CFR part 60, subparts B and C.
The Tennessee DEC did not, however,
submit evidence of authority to regulate
existing MSW landfills in Indian
Country. Therefore, EPA is not
approving this Plan as it relates to those
sources.

I11. Final Action

EPA is approving the State of
Tennessee section 111(d) Plan, as
submitted on January 8, 1999, for the
control of landfill gas from existing
MSW landfills, except for those existing
MSW landfills located in Indian
Country. As provided by 40 CFR
60.28(c), any revisions to the Tennessee
State Plan or associated regulations will
not be considered part of the applicable
plan until submitted by the Tennessee
DEC in accordance with 40 CFR 60.28(a)
or (b), as applicable, and until approved
by EPA in accordance with 40 CFR part
60, subpart B.

EPA is publishing this rule without
prior proposal because the Agency
views this as a noncontroversial
amendment and anticipates no adverse
comments. However, in the proposed
rules section of this Federal Register
publication, EPA is publishing a
separate document that will serve as the
proposal to approve the SIP revision
should relevant adverse comments be
filed. This rule will be effective
November 29, 1999 without further
notice unless the Agency receives
relevant adverse comments by
November 1, 1999.

If the EPA receives such comments,
then EPA will publish a document
withdrawing the final rule and
informing the public that the rule will
not take effect. All public comments
received will then be addressed in a
subsequent final rule based on the
proposed rule. The EPA will not
institute a second comment period.
Only parties interested in commenting
should do so at this time. If no such
comments are received, the public is
advised that this rule will be effective
on November 29, 1999 and no further
action will be taken on the proposed
rule.

IVV. Administrative Requirements
A. Executive Order 12866

The Office of Management and Budget
(OMB) has exempted this regulatory
action from Executive Order (E.O.)
12866, entitled ‘““Regulatory Planning
and Review.”

B. Executive Order 12875

Under E.O. 12875, EPA may not issue
a regulation that is not required by
statute and that creates a mandate upon
a state, local, or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments. If EPA complies by
consulting, E.O. 12875 requires EPA to
provide to the Office of Management
and Budget a description of the extent
of EPA’s prior consultation with
representatives of affected state, local,
and tribal governments, the nature of
their concerns, copies of written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition, E.O.
12875 requires EPA to develop an
effective process permitting elected
officials and other representatives of
state, local, and tribal governments ‘‘to
provide meaningful and timely input in
the development of regulatory proposals
containing significant unfunded
mandates.”

Today'’s rule does not create a
mandate on state, local or tribal
governments. The rule does not impose
any enforceable duties on these entities.
Accordingly, the requirements of
section 1(a) of E.O. 12875 do not apply
to this rule.

C. Executive Order 13084

Under E.O. 13084, EPA may not issue
a regulation that is not required by
statute, that significantly affects or
uniquely affects the communities of
Indian tribal governments, and that
imposes substantial direct compliance
costs on those communities, unless the
Federal government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If EPA complies by
consulting, E.O. 13084 requires EPA to
provide to the Office of Management
and Budget, in a separately identified
section of the preamble to the rule, a
description of the extent of EPA’s prior
consultation with representatives of
affected tribal governments, a summary
of the nature of their concerns, and a
statement supporting the need to issue
the regulation. In addition, Executive
Order 13084 requires EPA to develop an
effective process permitting elected and
other representatives of Indian tribal

governments ‘‘to provide meaningful
and timely input in the development of
regulatory policies on matters that
significantly or uniquely affect their
communities.”

Today’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian Tribes.
Accordingly, the requirements of
section 3(b) of E.O. 13084 do not apply
to this rule.

D. Executive Order 13045

Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997),
applies to any rule that: (1) Is
determined to be ““‘economically
significant” as defined under E.O.
12866, and (2) Concerns an
environmental health or safety risk that
EPA has reason to believe may have a
disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children, and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency.

This rule is not subject to E.O. 13045
because it does not involve decisions
intended to mitigate environmental
health or safety risks.

E. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires an agency to conduct
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements unless the
agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Small entities include small businesses,
small not-for-profit enterprises, and
small governmental jurisdictions. This
final rule will not have a significant
impact on a substantial number of small
entities because SIP approvals under
section 110 and subchapter |, part D of
the Clean Air Act do not create any new
requirements but simply approve
requirements that the State is already
imposing. Therefore, because the
Federal SIP approval does not create
any new requirements, | certify that this
action will not have a significant
economic impact on a substantial
number of small entities. Moreover, due
to the nature of the Federal-State
relationship under the Clean Air Act,
preparation of flexibility analysis would
constitute Federal inquiry into the
economic reasonableness of state action.
The Clean Air Act forbids EPA to base
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its actions concerning SIPs on such
grounds. Union Electric Co., v. U.S.
EPA, 427 U.S. 246, 255-66 (1976); 42
U.S.C. 7410(a)(2).

F. Unfunded Mandates

Under section 202 of the Unfunded
Mandates Reform Act of 1995
(“Unfunded Mandates Act”), signed
into law on March 22, 1995, EPA must
prepare a budgetary impact statement to
accompany any proposed or final rule
that includes a Federal mandate that
may result in estimated costs to State,
local, or tribal governments in the
aggregate; or to private sector, of $100
million or more. Under section 205,
EPA must select the most cost-effective
and least burdensome alternative that
achieves the objectives of the rule and
is consistent with statutory
requirements. Section 203 requires EPA
to establish a plan for informing and
advising any small governments that
may be significantly or uniquely
impacted by the rule.

EPA has determined that the approval
action promulgated does not include a
Federal mandate that may result in
estimated costs of $100 million or more
to either State, local, or tribal
governments in the aggregate, or to the
private sector. This Federal action
approves pre-existing requirements
under State or local law, and imposes
no new requirements. Accordingly, no
additional costs to State, local, or tribal
governments, or to the private sector,
result from this action.

G. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

H. Petitions for Judicial Review

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by November 29,
1999. Filing a petition for
reconsideration by the Administrator of

this final rule does not affect the finality
of this rule for the purposes of judicial
review nor does it extend the time
within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 62

Environmental protection,
Administrative practice and procedure,
Air pollution control, Intergovernmental
relations, Methane, Municipal solid
waste landfills, Nonmethane organic
compounds, Reporting and
recordkeeping requirements.

Dated: July 28, 1999.

A. Stanley Meiburg,
Acting Regional Administrator,
Region 4.
Part 62 of chapter I, title 40, Code of

Federal Regulations, is amended as
follows:

PART 62—[AMENDED]

1. The authority citation for part 62
continues to read as follows:

Authority: 42 U.S.C. 7401-76719.

Subpart RR—Tennessee

2. §62.10626 is amended by adding
paragraph (b)(3) to read as follows:

§62.10626 Identification of plan.
* * * * *

b * X *

(3) State of Tennessee Plan for
Implementing the Municipal Solid
Waste Landfill Emission Guideline
Requirements of 40 CFR part 60, subpart
Cc, submitted on January 8, 1999, by the
Tennessee Department of Environment
and Conservation.

[FR Doc. 99-25431 Filed 9-29-99; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 300
[FRL-6447-7]

National Oil and Hazardous
Substances Pollution Contingency
Plan; National Priorities List

AGENCY: Environmental Protection
Agency.

ACTION: Notice of Deletion for the
Anchor Chemicals Superfund Site from
the National Priorities List (NPL).

SUMMARY: The Environmental Protection
Agency (EPA) Region 2 announces the

deletion of the Anchor Chemicals
Superfund Site, located at 500 West
John Street, Hicksville, New York, from
the National Priorities List (NPL). The
NPL is a list of releases which are
identified as Appendix B of 40 CFR Part
300, which is the National Oil and
Hazardous Substances Pollution
Contingency Plan (NCP). EPA
promulgated the NCP pursuant to
Section 105 of the Comprehensive
Environmental Response,
Compensation, and Liability Act of
1980, as amended , (CERCLA). EPA and
the State of New York have determined
that all appropriate responses under
CERCLA have been implemented.
Moreover, EPA and NYSDEC have
determined that the response activities,
which have been conducted at the Site
by the responsible parties, are protective
of public health and the environment.

EFFECTIVE DATE: September 30, 1999.

FOR FURTHER INFORMATION CONTACT: Mr.
Thomas Taccone, Remedial Project
Manager, U.S. Environmental Protection
Agency, Region 2, 290 Broadway, 20th
Floor, New York, New York 10007—-
1866. Mr. Taccone also may be reached
by telephone at (212) 637—4281 or by
electronic mail at
“Taccone.Tom@epamail.epa.gov.”

SUPPLEMENTARY INFORMATION: The Site
to be deleted from the NPL is: Anchor
Chemicals Site, Hicksville, New York.

A Notice of Intent to Delete for this
Site was published in the Federal
Register on August 12, 1999 (64 FR
43970). The closing date for comments
on the Notice of Intent to Delete was
September 13, 1999. EPA received no
comments and therefore has not
prepared a Responsiveness Summary.

EPA, through its listing of sites on the
NPL, identifies sites that appear to
present a significant risk to public
health, welfare or the environment.
Pursuant to § 300.425(e)(3) of the NCP,
any site deleted from the NPL remains
eligible for Fund financed action(s) in
the unlikely event that conditions at the
site warrant such future action. Deletion
of a site from the NPL does not affect
responsible party liability or impede
agency efforts to recover costs
associated with response efforts.

List of Subjects in 40 CFR Part 300

Environmental protection, Air
pollution control, Chemicals, Hazardous
substances, Hazardous waste,
Intergovernmental relations, Penalties,
Reporting and recordkeeping
requirements, Superfund, Water
pollution control, Water supply.
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Dated: September 16, 1999.
William J. Muszynski,
Acting Regional Administrator, Region 2.

40 CFR part 300 is amended as
follows:

PART 300—[AMENDED]

1. The authority citation for part 300
continues to read as follows:

Authority: 33 U.S.C. 1321(c)(2); 42 U.S.C.
9601-9675; E.O. 12777, 56 FR 54757, 3 CFR,
1991 Comp.; p. 351; E.O. 12580, 52 FR 2923,
3 CFR, 1987 Comp.; p. 193.

Appendix B—[Amended]

2. Table 1 of Appendix B to Part 300
is amended by removing the site for
Anchor Chemicals, Hicksville, New
York.

[FR Doc. 99-25435 Filed 9-29-99; 8:45 am]
BILLING CODE 6560-50-U

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 300
[FRL-6447-6]

National Oil and Hazardous
Substances Pollution Contingency
Plan; National Priorities List

AGENCY: Environmental Protection
Agency.

ACTION: Notice of Deletion for the Vestal
Water Supply Well 4-2 Superfund Site
from the National Priorities List.

SUMMARY: The Environmental Protection
Agency (EPA) announces the deletion of
the Vestal Water Supply Well 4-2
(Vestal 4-2) Site in Vestal, Broome
County, New York from the National
Priorities List (NPL). The NPL is
Appendix B of 40 CFR Part 300 which
is the National Oil and Hazardous
Substances Pollution Contingency Plan
(NCP), which EPA promulgated
pursuant to Section 105 of the
Comprehensive Environmental
Response, Compensation and Liability
Act of 1980 (CERCLA), as amended.
EPA and the State of New York have
determined that the Vestal 4-2 Site
poses no significant threat to public
health or the environment and,
therefore, no further remedial measures
pursuant to CERCLA are appropriate.
EFFECTIVE DATE: September 30, 1999.
FOR FURTHER INFORMATION CONTACT:
Lorenzo Thantu, Remedial Project
Manager, U.S. Environmental Protection
Agency, Region Il, 290 Broadway, 20th
Floor, New York, NY 10007, (212) 637—
4240 or by electronic mail at
thantu.lorenzo@epamail.epa.gov.

SUPPLEMENTARY INFORMATION: The Site
to be deleted from the NPL is: Vestal
Water Supply Well 4-2, Vestal, Broome
County, New York.

A Notice of Intent to Delete for this
Site was published in the Federal
Register on August 11, 1999 (64 FR
43641). The closing date for comments
on the Notice of Intent to Delete was
September 10, 1999. EPA received no
comments.

EPA identifies sites that appear to
present a significant risk to public
health, welfare or the environment and
it maintains the NPL as the list of those
sites. Sites on the NPL may be the
subject of Hazardous Substance
Response Trust (Fund)-financed
remedial actions. Pursuant to 40 CFR
300.425(e)(3) of the NCP, any site
deleted from the NPL remains eligible
for Fund-financed remedial actions in
the unlikely event conditions at the Site
warrant such action. Deletion of a site
from the NPL does not affect responsible
party liability or impede agency efforts
to recover costs associated with
response efforts.

List of Subjects in 40 CFR Part 300

Environmental protection, Air
pollution control, Chemicals, Hazardous
substances, Hazardous waste,
Intergovernmental relations, Penalties,
Reporting and recordkeeping
requirements, Superfund, Water
pollution control, Water supply.

Dated: September 16, 1999.
William J. Muszynski,
Acting Regional Administrator, Region 2.

For reasons set out in the preamble,
40 CFR part 300 is amended as follows:

PART 300—[AMENDED]

1. The authority citation for part 300
continues to read as follows:

Authority: 33 U.S.C. 1321(c)(2); 42 U.S.C.
9601-9657; E.O. 12777, 56 FR 54757, 3 CFR,

1991 Comp.; p. 351, E.O. 12580, 52 FR 2923,
3 CFR, 1987 Comp.; p. 193.

Appendix B—[Amended]

2. Table 1 of Appendix B to Part 300
is amended by removing the site for
Vestal Water Supply Well 4-2, Vestal,
New York.

[FR Doc. 99-25434 Filed 9-29-99; 8:45 am]
BILLING CODE 6560-50-U

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 300
[FRL-6447-9]

National Oil and Hazardous
Substances Contingency Plan;
National Priorities List

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Deletion of the releases from the
Taylor Borough Site (the Site) from the
National Priorities List (NPL).

SUMMARY: The EPA Region Il
announces the deletion of the releases
from the Taylor Borough Site in Taylor,
Pennsylvania from the NPL. The NPL
constitutes appendix B of 40 CFR part
300 which is the National Oil and
Hazardous Substances Pollution
Contingency Plan (NCP), which EPA
promulgated pursuant to section 105 of
the Comprehensive Environmental
Response, Compensation, and Liability
Act of 1980, as amended (CERCLA).
EPA and the Pennsylvania Department
of Environmental Protection (PADEP)
have determined that all appropriate
CERCLA response actions have been
implemented and that no further
cleanup by responsible parties is
appropriate. Moreover, EPA and PADEP
have determined that remedial activities
conducted at the Site to date have been
protective of public health, welfare and
the environment.

EFFECTIVE DATE: September 30, 1999.

ADDRESSES: Comprehensive information

on this release is available for viewing

at the Site information repositories at
the following locations:

U.S. EPA Region Ill, 1650 Arch Street,
Philadelphia, PA 19103, 215-814—
3199

Taylor Borough Municipal Building,
122 Union Street, Taylor, PA 18517.

FOR FURTHER INFORMATION CONTACT:

Maria de los A. Garcia (3HS21),

Remedial Project Manager, U.S.

Environmental Protection Agency, 1650

Arch Street, Philadelphia, PA 19103,

215-814-3199.

SUPPLEMENTARY INFORMATION: The
release to be deleted from the NPL is:
Taylor Borough Site located in Taylor,
Lackawanna County, Pennsylvania.

A Notice of Intent to Delete the
releases from this Site was published on
August 19, 1999 (64 FR 45224). The
closing date for comments on the Notice
of Intent to Delete the releases was
August 18, 1999. EPA received two
letters from citizens in regard to the
notice during the comment period. One
of the letters only requested that the
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releases from the Site not be deleted
from the NPL, however, no other
information was included with this
request. The other letter requested
information about what happens once
the releases from the Site are deleted
from the NPL and expressed concerns
about the effects of the Site on the
health of people who live in the vicinity
of the Site. A response letter was sent
to each of these citizens and a
responsiveness summary was prepared
in regard to these two letters. A copy of
the responsiveness summary is in the
Site administrative record.

The EPA identifies releases which
appear to present a significant risk to
public health, welfare or the
environment, and it maintains the NPL
as the list of those sites. Releases on the
NPL may be the subject of remedial
actions financed by the Hazardous
Substance Superfund Response Trust
Fund (Fund). Pursuant to 8 300.425(¢)(e)
of the NCP, any release deleted from the
NPL remains eligible for Fund-financed
remedial actions in the unlikely event
that conditions at the Site warrant such
action.

Deletion of a release from the NPL
does not affect responsible party
liability or impede agency efforts to
recover cost associated with response
efforts.

List of Subjects in 40 CFR Part 300

Environmental protection, Air
pollution control, Chemicals, Hazardous
substances, Hazardous waste,
Intergovernmental relations, Penalties,
Reporting and recordkeeping
requirements, Superfund, Water
pollution control, Water supply.

Dated: September 22, 1999.
W. Michael McCabe,
Regional Administrator, USEPA Region IlI.

For the reasons set out in the
preamble, 40 CFR part 300 is amended
as follows:

PART 300—[AMENDED]

1. The authority citation for part 300
continues to read as follows:

Authority: 33 U.S.C. 1321 (c)(2); 42 U.S.C.
9601-9657; E.O. 12777, 56 FR 54757, 3 CFR,

1991 Comp., p. 351; E.O. 12580, 52 FR 2923,
3 CFR, 1987 Comp., p. 193.

Appendix B—[Amended]

2. Table 1 of appendix B to part 300
is amended by removing the site: Taylor
Borough Dump, Taylor Borough,
Pennsylvania.

[FR Doc. 99-25433 Filed 9-29-99; 8:45 am]
BILLING CODE 6560-50-U

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration

42 CFR Part 405
[HCFA—-4121-FC]

RIN 0938-AG48

Medicare Program; Telephone

Requests for Review of Part B Initial
Claim Determinations

AGENCY: Health Care Financing
Administration (HCFA), HHS.

ACTION: Final rule with comment period.

SUMMARY: Currently, our regulations
allow beneficiaries, providers, and
suppliers (defined as physicians or
other practitioners, or entities other than
a provider), who are entitled to appeal
Medicare Part B initial claim
determinations, to request a review of
the carrier’s initial determination in
writing. This final rule allows those
review requests to be made by telephone
and allows the carrier to conduct the
review by telephone, if possible. The
use of telephone requests supplements,
and does not replace, the current
written procedures for initiating
appeals. This telephone option also
improves carrier relationships with the
beneficiary, provider, and supplier
communities by providing quick and
easy access to the appeals process.
Carriers will make accommodations to
enable a hearing impaired individual
access to the telephone review process.
EFFECTIVE DATE: These regulations are
effective on February 1, 2000.

Comment date: Comments will be
considered if we receive them at the
appropriate address, as provided below,
no later than 5 p.m. on November 29,
1999.

ADDRESSES: Mail an original and 3
copies of written comments to the
following address: Health Care
Financing Administration, Department
of Health and Human Services,
Attention: HCFA-4121-FC, P.O. Box
9013, Baltimore, MD 21244-9013.

FOR FURTHER INFORMATION CONTACT:
Rosalind Little, (410) 786-6972.
SUPPLEMENTARY INFORMATION:

I. Background

Under current Medicare regulations at
42 CFR Part 405, Subpart H, a party (a
person enrolled under Part B of
Medicare, his or her assignee, or other
entity having standing to appeal the
determination in question), that
indicates dissatisfaction with a Part B
initial claim determination by a carrier,
is entitled to have a carrier review

conducted in accordance with
regulations set forth in §405.807
(Review of initial determination) and
section 12010 of the Medicare Carriers
Manual (MCM). However, if the
appellant is not a proper party or the
request for appeal review is not filed
timely, the appellant’s request may be
dismissed.

Currently, a request for the carrier
review of an initial claim determination
is to be made in writing and filed with
us, at an office of the carrier, or at an
office of the Social Security
Administration (SSA). The carrier must
provide a period of 6 months after the
date of the notice of its initial
determination within which a party may
request review. The carrier may, upon
request by the party affected, extend the
period for requesting the review.

On July 10, 1995, we published a
proposed rule in the Federal Register
(60 FR 35544) that would change the
Medicare regulations to allow a party to
request the carrier review of its Part B
initial claim determination by telephone
or by electronic transmission, in
addition to the current provisions for a
written request.

I1. Provisions of the Proposed
Rulemaking

In the proposed rule, we stated that
the reason for allowing parties to
request the review of a carrier’s initial
claim determination by telephone or
electronic transmission, in addition to
submitting written requests, was that we
recognized that both physicians and
beneficiaries often call the carrier to
dispute a determination, to ask for
clarification, or to protest a denial. We
also recognized that the current review
process requiring a party to submit a
written request for a review can take
considerable time and effort. This is
because at times it can be difficult to
properly explain a problem or ask a
question in writing. In addition, a
written request provides no opportunity
for the dialogue that allows parties to
discuss the issues and provide detailed
explanations.

The proposed rule stated that
telephone or electronic requests for
review of Health Maintenance
Organizations (HMOs) and Peer Review
Organizations (PROs) Part B initial
determinations must be made in
writing. This rule does not apply to
HMO and PRO appeal determinations.
A party can initiate an appeal of a
determination by an HMO under 42 CFR
417.616 and a determination by a PRO
under 42 CFR 473.18(a).

The July 10, 1995 rule proposed to
limit electronic requests for review to
those entities that electronically bill
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their claims to a carrier system that has
the capability to receive claims
electronically and, therefore, would also
be able to receive electronic requests for
review.

We also proposed to change the
current appeal period of 6 months to
180 days and to further provide a 150-
day appeal period for telephone
requests for review within that 180-day
period. We made this proposal to allow
an additional 30 days for the appellant
to submit a written request for review in
the event they were unable to reach the
carrier by telephone.

The proposed rule also gave an
overview of how we expected the
telephone and electronic process to
work.

I11. Analysis of and Responses to Public
Comments

In response to the July 10, 1995
proposed rule, we received 14 timely
items of correspondence. The majority
of the commenters supported our efforts
to improve and expedite the review and
appeals process. Six of the 14 comments
received concerned, in part, the
electronic request aspects of the
proposed regulation. Since issuing the
proposed rule, we have determined that
technical circumstances beyond our
control will not permit us to offer the
option of electronically requesting
reviews of initial claims determinations,
and we are, therefore, withdrawing that
provision of the proposed rule. In the
future, however, we may consider
offering providers, physicians, and
suppliers the option of requesting a
review of their intitial determnation
electronically. In order to offer this
option we would need to obtain an
approved appeals data set from the
ANSI X12 Committee which then would
need to be adopted by the DHHS as a
HIPAA data sandard. We are soliciting
comments on the feasibility and benefit
of providing this option. We would also
like to know any cost you believe you
would incur to use this option.

We are not responding in detail to
specific comments relating to the
electronic requests. However, we
provide the following overview of those
comments and our general response.
Two commenters specifically supported
our desire to offer this option. One
commenter suggested that we should
wait until the Medicare Transaction
System comes online before making this
option available. As noted, we are not
offering this option due to technical
circumstances beyond our control.
There were three technical comments.
One comment concerned the cost of
processing electronic requests. The
second comment concerned protecting

the privacy of the beneficiary. The third
comment concerned the complexity of
handling non-assigned claims
electronically.

With respect to the first comment,
since we proposed to offer that option
only to those providers that bill
electronically and only where the
carriers could receive and process
claims electronically, there would have
been no additional costs to the supplier,
provider, or carrier. With respect to the
second comment, we would protect the
privacy of the beneficiary by
maintaining the requirement to have
either a letter signed by the beneficiary
naming a representative, or an
Appointment of Representative form
signed by the beneficiary to be received
by the carrier before any information
could be released to someone other than
that beneficiary. Finally, the same
document used to verify assignment
would have been required to be
delivered to the carrier by courier, by
mail, or by facsimile before any non-
assigned claim would have been
processed and before any Medicare
payment would have been released.

The following is a summary of those
comments received pertaining to
telephone requests for reviews of initial
claims determinations and our response.

Comment: One commenter questioned
whether the rule included the Part B
review process for Part A
intermediaries.

Response: Yes, it does. For the
purposes of 42 CFR part 405, Subpart H,
the term ““carrier’ also refers to an
“intermediary” that has entered into a
contract with the Secretary under
section 1816 of the Social Security Act
(the Act) and is authorized to make
determinations with respect to Part B
provider or supplier services.

Comment: One commenter stated that
currently HCFA determines the
timeliness of filing a request for a Part
B review by the postmark on the
envelope of the written request and
asked if timeliness of filing requests by
telephone would be determined by a
telephone log.

Response: Carriers may record
requests for reviews received by
telephone either in a manual log or in
a computer database. The record will
show the date of the incoming request
and other pertinent information. The log
date will be used to record whether the
request was received within the 6-
month period, and will show how long
it took the carrier to complete the
appeal.

Comment: One commenter
recommended that the percentage of
calls monitored be set at the carrier’s
discretion instead of the 10 to 15

percent level indicated in the proposed
MCM instructions addressing this final
rule that have been circulated to
carriers.

Response: Issues dealing with how
carriers will monitor telephone calls
and what percentage of calls will be
monitored each month will be included
in forthcoming MCM instructions.
When we issue the MCM instructions
for the telephone review process, they
will state the percentage of calls that
must be monitored each month.

Comment: One commenter asked if
we could outline what is considered a
reasonable timeframe for the processing
of an appeal.

Response: In many cases, telephone
reviews will be handled at the time of
the call. Some carriers do not have
dedicated lines for telephone reviews.
In these cases, when the parties call in,
someone will take the information from
the caller, then pass that information to
the section that will return the call.
When possible, the review will be
performed at that time. When the
telephone reviews are not handled
during the initial call, we expect the
return call to be processed within
approximately 1 to 2 business days from
the time of the initial call.

Comment: Several commenters asked
if specific contractor performance
evaluation (CPE) standards will be
issued.

Response: We expect to establish CPE
standards for telephone reviews. These
standards will be included in the MCM
instructions that will be issued at a later
date.

Comment: One commenter asked how
we will preserve confidentiality.
Another asked, more specifically, how
we will prevent someone who does not
represent the provider from requesting a
review.

Response: Carriers will be required to
train their telephone reviewers to meet
the requirements of the Privacy Act. For
calls from individuals who purport to be
the beneficiary involved or someone
representing the beneficiary, each caller
will be asked to verify his or her
identity and, if necessary, his or her
relationship to the beneficiary. An
Appointment of Representative form or
a signed letter from the beneficiary will
be required when a caller purports to
represent the beneficiary. For calls from
practitioners or other suppliers
regarding assigned claims, the carrier
will verify the tax identification
number, name, and telephone number.
The carrier will give information only
pertaining to the assigned claims of
those practitioners or suppliers. On
nonassigned claims, the only
information the carrier will provide to
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the physician or other supplier is the
date the claim was processed, unless the
physician or supplier can provide the
carrier with a facsimile of a signed copy
of the Appointment of Representative
form or a copy of a letter signed by the
beneficiary. Regarding the issue of
preventing someone who does not
represent the provider from making a
request for review, other individuals
may request a review on behalf of an
appellant. The results of that review,
however, will only be given to the party
enrolled under Part B, their assignee,
other entities having a standing to
appeal the determination in question, or
any individual appointed as his or her
representative (unless the individual is
disqualified or suspended from acting as
a representative).

Comment: One commenter asked if
the Appointment of Representative and
Waiver of Right of Payment forms will
be eliminated.

Response: We do not anticipate that
the Appointment of Representative and
Waiver of Right of Payment forms will
be eliminated.

Comment: One commenter asked
whether all providers and suppliers
have the option of using telephone
review procedures, or only those
providers and suppliers who accept
Medicare assignment.

Response: Normally, telephone
reviews will be available only to
providers and suppliers who accept
assignment. That is, telephone reviews
are limited to providers and suppliers
on assigned claims, unless the
beneficiary gives a nonparticipating
supplier the right to represent him or
her and the nonparticipating supplier
provides the carrier with a signed copy
of the Appointment of Representative
form or a signed letter from the
beneficiary designating the
nonparticipating supplier to pursue the
claim on behalf of the beneficiary. In
those instances in which a
nonparticipating supplier is required to
refund any collected amount to the
beneficiary in accordance with section
1842(1)(1)(A) of the Act, that supplier
would have its own appeal rights.
Otherwise, carriers may take
information from nonparticipating
suppliers, but cannot give any
information concerning the result of the
review to that caller.

Comment: One commenter asked
whether the rule will require that the
party who answers the telephone for the
carrier be the primary receiver of calls
and if that party will be required to give
his or her name, if asked.

Response: Some carriers do not have
dedicated lines for telephone reviews.
In those instances, the party who

answers the telephone call may only be
obtaining certain information from the
appellant (for example, completing a
form) and then will forward the form to
the party who will evaluate whether the
request can be handled as a telephone
review. If so, the reviewer will
telephone the appellant and perform the
review. We will also instruct the carriers
to train their personnel to give their
names to the callers, if asked. In
addition, we will instruct the carriers
that if the caller is requesting a
telephone review, and the carrier
verifies that the request is a request for
a review, a confirmation number must
be provided to the appellant at the end
of the telephone call. Furthermore, we
will instruct the carriers that their
systems must record the date the
appellant called as the date of the
request for a review. Having the system
annotate the date of the request and
providing the appellant with a
confirmation number will protect the
appellant’s appeal rights.

Comment: One commenter
recommended that beneficiary
eligibility and/or entitlement not be
considered appropriate for telephone
reviews. The commenter was also
concerned that allowing beneficiaries
access to the telephone review process
will not be cost-effective since in most
cases the beneficiary will not have the
information needed for the review to be
performed at the time of the review
request.

Response: SSA handles all eligibility
and/or entitlement issues. The only
entitlement issue that a Medicare carrier
could handle during a telephone review
would be to advise the appellant that, as
of a given date, the records show that he
or she does not have entitlement. The
forthcoming MCM instructions will list
those issues we expect all carriers to be
able to resolve during a telephone
review. We believe that offering
telephone reviews to beneficiaries will
enhance customer service to the
beneficiary community. Even if the
review cannot be performed at the time
that the telephone request is made, it is
an opportunity for the carrier to explain
to the beneficiary how the original claim
was processed. Furthermore, we believe
that with the information available to
the carrier in its computer database, it
will be able to effectively process many
of the beneficiary requests for review.

Comment: Several commenters asked
if the MCM instructions will impose a
limit on the number of claims and
reviews providers and suppliers could
request for review by telephone.

Response: Carriers will be allowed to
determine how many claims per review
they can handle during each call. We

anticipate that the carriers will evaluate
their workloads and staffing to
determine the number of claims their
staff can handle. This self-imposed limit
should restrict the time involved for
each call and, as a result, give more
appellants an opportunity to use the
telephone review process.

Comment: One commenter asked if
carriers should be required to have
sufficient capacity to receive a
reasonable volume of telephone review
requests.

Response: As stated earlier, we will
allow the carriers to determine the
number of claims that they are able to
handle on each call they receive so that
the self-imposed limit will allow
everyone to request a review by
telephone. We, therefore, expect carriers
to have sufficient staff to receive
telephone requests for review. However,
if we determine that there is a need for
additional resources, some adjustments
will be made. In addition, all parties
will be informed about the telephone
review process in advance to enable
them to make effective use of this
option.

Comment: One commenter questioned
whether we intend for the carrier
representative who receives a telephone
request for an appeal to merely register
the request, with the review itself
occurring at a later date, or to actually
conduct the review at the time of the
call.

Response: As stated earlier, we expect
many carriers will perform the review at
the time of the initial call. There may be
some carriers that do not have dedicated
lines for telephone reviews. In those
cases, parties will be informed in
advance as to how that carrier will
perform the telephone review.

Comment: One commenter asked that
the secondary claim review (the
commenter is referring to the first level
of the appeal process) be performed by
someone other than the party who made
the initial determination.

Response: The original claim receives
an initial determination. The initial
determination is the first determination
made by a carrier or intermediary
following a request for Medicare
payment for Part B claims under title
XVIII of the Act. The notice of the initial
determination informs each party of the
determination and provides appropriate
appeals information to the parties
having standing to appeal. The first
level of the Part B appeal is an
independent review of the claim that is
performed by someone other than the
party who made the initial
determination in accordance with
current MCM instructions.
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Comment: One commenter asked if
we could modify existing Medicare
regulations to require that the review be
conducted by a “qualified physician.”

Response: Reviews are conducted by
contractor personnel who have expertise
in resolving claims disputes. A
physician may be consulted in an
individual case. However, carriers do
not normally employ physicians to
conduct reviews because it is not cost-
effective.

Comment: One commenter asked if
we will establish a mechanism to
guarantee that appellants initiating a
telephone request for review are able to
reach the carrier.

Response: This rule will require all
carriers to implement a process by
which they can receive telephone
requests for review. We will require all
carriers to ensure that they have
sufficient staff to accommodate the
number of calls they receive. If at any
time it is determined that this is not the
case, we expect the carrier to re-evaluate
its process and take the necessary action
to correct the deficiency.

Comment: One commenter expressed
concern that if appellants are not
limited by the number of appeals they
can request per call, additional
resources (such as a 24-hour appeals
hotline) or additional staff should be
provided.

Response: The forthcoming MCM
telephone review instructions will give
the carriers some instructions to guide
them in determining how many claims
can be appealed per call. The carrier
will have to give some consideration to
whether the actual appeal will take
place during the initial call or whether
the initial call will only be used to
gather information and the appeal will
be handled at a later time. Another issue
that the carriers will have to consider is
whether to set a limit on the number of
appeals allowed per call or a time limit
per call. We will not instruct the carriers
to set a time limit, as this might be
construed as limiting the party’s right to
a full review of his or her concerns. The
carriers will inform the party in advance
what the requirements or limitations are
for requesting a review via telephone, as
well as any limitations in those
instances where the review is performed
during the initial call. The carriers will
inform the beneficiaries, providers, and
suppliers via newsletters, stuffers,
seminars, customer service
representatives, beneficiary and
physician advocacy groups, and others
how the telephone process will work.

Comment: Several commenters asked
about the specific documentation
requirements.

Response: The information the carrier
receives during the telephone review
must be either: (1) documented on a
review documentation form, or (2)
logged and maintained on a computer
system so that the information about the
claim and request for review can be
retrieved on an on-line basis. All
documentation must be assigned a
review control number (this can also be
the confirmation number given to the
appellant at the end of the review). The
confirmation number that the carriers
are required to provide an appellant can
be their internal control number,
correspondence number, or document
control number. The carrier must be
able to use the number to confirm the
date of the appellant’s call. Other
documentation requirements will be
established in the forthcoming MCM
instructions.

Comment: One commenter stated that
the rule does not indicate that reopening
of initial claim determinations, as
permitted under §405.841, can be done
by telephone appeals.

Response: This rule does not permit
parties to request reopenings by
telephone.

Comment: One commenter was
concerned that, because carriers could
be overwhelmed with requests for
review sent in by facsimile, the option
of submitting requests for review by
facsimile should not be advertised.

Response: This rule does not permit
parties to request reviews by facsimile.
However, carriers may use facsimile
machines to obtain additional
documentation from an appellant or the
appellant’s representative. For example,
carriers may use facsimile machines to
obtain a copy of the Appointment of
Representative form or other
documentation.

Comment: One commenter asked
whether, if the reviewer determines that
additional written information is
needed to complete the review, carriers
have the option to suspend the review
until that information is received.

Response: In those cases in which the
provider or supplier needs to submit
additional medical documentation and
the information can be supplied (for
example, by facsimile) during the
telephone review, or within 24 hours of
the telephone call, the carrier may
suspend the telephone review. The
carrier must inform the appellant that
the telephone review will not be
considered complete until the appellant
provides the requested additional
information. If the appellant is unable to
provide the additional information
during the telephone review, or within
24 hours of the telephone call, the
carrier has the option to suspend the

telephone review. If the information is
not provided within the allowed time
the carrier will conduct a written review
or allow the appellant to call the carrier
back when the additional information
becomes available. In either situation,
the carrier must provide the appellant
with a confirmation number. If the
appellant is a beneficiary who does not
have the additional information on hand
or does not have easy access to a
facsimile machine, the carrier must
advise the appellant that the request for
review will be handled as a written
review. In this instance also, the carrier
must provide the appellant with a
confirmation number.

Comment: Several commenters
expressed concern about the feasibility
and fairness of the 150-day limit for
making requests for telephone reviews.

Response: In the proposed rule, we
suggested establishing a 150-day
timeframe after the date of the notice of
the carrier’s initial determination within
which a party may request a telephone
review, and a 180-day period for
requesting reviews in writing, rather
than the 6-month period currently
allowed. The proposal was an attempt to
give appellants, who we thought may be
unsuccessful in their efforts to reach the
carrier by telephone, an additional
opportunity to initiate a request in
writing before the time to appeal
expired. We now believe that the
proposed 150-day timeframe for
requesting telephone reviews is
confusing and that two different
timeframes would not be cost-effective.
Furthermore, based on a survey of our
carriers regarding the timeframe within
which they have been able to receive
requests for review by telephone after
they send out initial determinations, we
believe that parties will not have
difficulty reaching the carrier by
telephone. Therefore, we will retain the
currently-specified 6-month timeframe
to request reviews of initial claims,
regardless of the method used to make
the request. We will instruct our carriers
to advise parties, through their
bulletins, workshops, and seminars to
not wait until the last day of the 6-
month period to request a review by
telephone.

Comment: Several commenters were
concerned that including details of the
telephone review process on the
Explanation of Medicare Benefits/
Medicare Summary Notice (EOMB/
MSN) and Remittance Advice forms will
be confusing for the beneficiaries.

Response: Details about the telephone
review process will not be provided on
the EOMB/MSN or Remittance Advice
forms; that information will be provided
by other means, such as in newsletters,
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seminars, and envelope stuffers.
However, there will be a general
statement on the EOMB/MSN form that
informs the appellant that he or she can
telephone the carrier to request a
review.

Comment: One commenter was
concerned that the requirement to
advise the appellant of further appeal
rights was redundant.

Response: We disagree. At the end of
the review, the appellant should be
given information about how to proceed
in the event that he or she is still
dissatisfied.

Comment: One commenter
recommended that, if the telephone
review is an affirmation, the review
determination letter should be sent
(following the telephone review) only
when requested by the appellant.

Response: Whenever a review occurs,
our current regulation at 42 CFR
405.811 requires the carrier to send a
written notice of the review
determination to a party that states the
basis of the determination and advises
the party of his or her appeal rights to
a carrier hearing when the amount in
controversy is $100 or more.

Comment: One commenter
recommended that to ensure adequate
notice of these new procedures, the
notice sent with the carrier’s initial
determination should (in addition to
those items noted in the proposed rule)
clearly state that: (1) electronic
transmissions may be submitted only by
those who submit their claims
electronically; (2) electronic
transmission does not include facsimile
transmissions; (3) if a request is made to
an SSA or HCFA office (rather than to
a carrier), the request must still be made
in writing; (4) the carrier will resolve as
many issues as possible during the
telephone request, but parties have the
opportunity to submit supporting
documents; and (5) parties may request,
and be granted, an extension of time for
filing a review request if good cause is
established by the carrier.

Response: As stated earlier, we are
withdrawing the option of requesting
reviews of initial claims determinations
electronically (comment numbers (1)
and (2)). With respect to comment (3),
carriers will be required to describe the
telephone review process to all
beneficiaries, providers, and suppliers
at least 30 days before implementation.
We do not believe that it is necessary or
cost-effective to describe in detail the
telephone review procedures every time
the carrier issues an initial
determination. There are a number of
ways the carrier can inform parties
about the telephone review process,
such as through bulletins, newsletters,

beneficiary, provider, and supplier
outreach seminars and meetings, or
through contractor customer service and
inquiry departments. The opportunity to
submit supporting documentation
(comment (4)) and the request for an
extension of time for filing a review
request (comment (5)) are covered by
existing regulations. If circumstances
warrant, parties will be advised of their
opportunity to submit supporting
documentation and be granted an
extension of time.

Comment: Several commenters were
concerned that requiring carriers to send
a written response when they have
reviewed a request and decided to pay
a claim in full is an additional
requirement.

Response: As stated earlier, whenever
a review occurs, our current regulations
at 42 CFR 405.811 require that a notice
of review determination be sent to a
party that states the basis for the
determination and advises the party of
his or her right to a carrier hearing when
the amount in controversy is $100 or
more. If the decision results in full
payment, the EOMB/MSN or Remittance
Advice notice is no longer sufficient
unless it contains the basis of the
determination and advises the party of
his or her right to a carrier hearing.

Comment: One commenter asked if
telephone inquiries would be screened
to determine whether the party is
requesting a review or is just requesting
an explanation of the initial
determination.

Response: The carriers will be
required to train their customer service
representatives and telephone reviewers
to ask specific questions to determine
whether the caller is only requesting an
explanation of the initial determination
or is requesting a review.

Comment: One commenter was
concerned that, since payments as the
result of a telephone review are not
subject to the payment floor, the
provider or supplier will be successful
in receiving payment for these claims in
less time than if they initially filed a
correct claim.

Response: All payments are subject to
the payment floor (the required waiting
period that must occur before payment
can be made) and cannot be paid before
that time expires. This is true for initial
claims, as well as for adjustments made
as a result of a review. The waiting
period for an electronic claim is 14 days
after the claim is received, and the
waiting period for a paper claim is 27
days after the claim is received.
Therefore, a provider or supplier should
not receive payment sooner, as the
result of a telephone review, than he or
she would have received payment for

the initial claim; that is, either 14 days
for an electronic claim or 27 days for a
paper claim.

Comment: One commenter asked if
our intent is to offer telephone reviews
and electronic reviews as an option, or
if our intent is to require telephone
reviews and offer electronic reviews as
an option.

Response: When this rule becomes
effective, beneficiaries, providers, and
suppliers will have the option of
requesting a review by telephone or in
writing. As stated earlier, we are
withdrawing the option of requesting
reviews of initial claims determinations
electronically.

IV. Provisions of the Final Regulations

For the most part, this final rule
reflects the provisions of the July 1995
proposed rule, except that we are
withdrawing our proposals to allow a
party to request a review of a carrier’s
Part B initial claim determination by
electronic transmission and we are
withdrawing the proposed 150-day time
period for a party to request a telephone
review.

In addition to establishing the
provisions of the proposed rule, except
as noted above, this final rule: (1)
continues the 6-month time period
currently in regulations for requesting a
review of a carrier’s initial claim
determination; (2) revises 8 405.805 of
the regulations to make a technical
correction by removing the reference to
subparagraph ““(b)” after § 405.802; and
(3) revises §405.807 of the regulations
for consistency with the wording in
§405.821(a).

V. Regulatory Impact Statement

We have examined the impacts of this
final rule as required by Executive
Order 12866 and the Regulatory
Flexibility Act (RFA) (Public Law 96—
354). Executive Order 12866 directs
agencies to assess all costs and benefits
of available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety effects; distributive impacts;
and equity). The RFA requires agencies
to analyze options for regulatory relief
for small businesses. For purposes of the
RFA, carriers and beneficiaries are not
considered to be small entities. For
purposes of the RFA, most hospitals,
and most other providers, physicians,
and other health care suppliers are
small entities, either by nonprofit status
or by having revenues of $5 million or
less annually.

Under this final rule, beneficiaries,
providers, and suppliers may request a
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review of an initial claim determination
by telephone in addition to the current
writing procedure. A telephone review
is the first level of appeal for Part B
claims and is performed by carrier staff
who had no part in making the initial
claim determination in accordance with
current MCM instructions. A telephone
review is considered to be less costly to
all parties and is a more expeditious
way of handling appeals than a written
review.

Also, section 1102(b)(2) of the Act
requires us to prepare a regulatory
impact analysis for any final rule that
may have a significant impact on the
operations of a substantial number of
small rural hospitals. Such an analysis
must conform to the provisions of
section 604 of the RFA. For purposes of
section 1102(b) of the Act, we define a
small rural hospital as a hospital that is
located outside a Metropolitan
Statistical Area and has fewer than 50
beds.

We are not preparing analyses for
either the RFA or section 1102(b)(2) of
the Act because we have determined
and certify that this final rule will not
have a significant economic impact on
a substantial number of small entities or
a significant impact on the operations of
a substantial number of small rural
hospitals.

In accordance with the provisions of
Executive Order 12866, this final rule
was reviewed by the Office of
Management and Budget.

We have reviewed this notice under
the threshold criteria of Executive Order
12612, Federalism. We have determined
that it does not significantly affect the
States rights, roles, and responsibilities.

List of Subjects in 42 CFR Part 405

Administrative practice and
procedure, Health facilities, Health
professions, Kidney diseases, Medicare,
Reporting and recordkeeping
requirements, Rural areas, X-rays.

For the reasons set forth in the
preamble, 42 CFR chapter IV is
amended as set forth below:

PART 405—FEDERAL HEALTH
INSURANCE FOR THE AGED AND
DISABLED

Subpart H—Appeals Under the
Medicare Part B Program

1. The authority citation for part 405,
subpart H is revised to read as follows:

Authority: Secs. 1102, 1842(b)(3)(C),
1869(b), and 1871 of the Social Security Act

(42 U.S.C. 1302, 1395u(b)(3)(C), 1395ff(b),
and 1395hh).

2. Section 405.805 is revised to read
as follows:

8§405.805 Parties to the initial
determination.

The parties to the initial
determination (see § 405.803) may be
any party described in § 405.802.

3. Section 405.807 is revised to read
as follows:

§405.807 Request for review of initial
determination.

(a) General. A party to an initial
determination by a carrier, that is
dissatisfied with the initial
determination and wants to appeal the
matter, may request that the carrier
review the determination. The request
for review by the party to an initial
determination must clearly indicate that
he or she is dissatisfied with the initial
determination and wants to appeal the
matter. The request for review does not
constitute a waiver of the party’s right
to a hearing (under § 405.815) after the
review.

(b) Place and method of filing a
request. A request by a party for a
carrier to review the initial
determination may be made in one of
the following ways:

(1) In writing and filed at an office of
the carrier, SSA, or HCFA.

(2) By telephone to the telephone
number designated by the carrier as the
appropriate number for the receipt of
requests for review.

(c) Time of filing request. (1) The
carrier must provide a period of 6
months after the date of the notice of the
initial determination within which the
party to the initial determination may
request a review.

(2) The carrier may, upon request by
the party, extend the period for
requesting the review of the initial
determination.

(Catalog of Federal Domestic Assistance

Program No. 93.774, Medicare—
Supplementary Medical Insurance Program)

Dated: October 6, 1998.
Nancy-Ann Min DeParle,
Administrator, Health Care Financing
Administration.

Dated: February 22, 1999.

Donna E. Shalala,
Secretary.

Editorial Note: This document was
received at the Office of the Federal Register
September 27, 1999.

[FR Doc. 99-25477 Filed 9-29-99; 8:45 am]
BILLING CODE 4120-01-P

DEPARTMENT OF DEFENSE

48 CFR Part 204
[DFARS Case 99-D011/98-D017]

Defense Federal Acquisition
Regulation Supplement; Fiscal Year
2000 Contract Action Reporting
Requirements; Correction

AGENCY: Department of Defense, (DoD).
ACTION: Correction to the final rule.

SUMMARY: DoD is issuing a correction to
the final rule published at 64 FR 45197—
45207 on August 19, 1999. The
correction reflects the change in name of
the “Defense Fuel Supply Center” to the
“Defense Energy Support Center”.
EFFECTIVE DATE: October 1, 1999.

FOR FURTHER INFORMATION CONTACT:

Ms. Michele Peterson, (703) 602—-0311.

Correction

In the issue of Thursday, August 19,
1999, on page 45198, in the first
column, in 204.670-2(c)(7)(ii), in the
first line, remove the words “Fuel
Supply” and add in their place the
words “Energy Support”.

Michele P. Peterson,

Executive Editor, Defense Acquisition
Regulations Council.

[FR Doc. 99-25165 Filed 9-29-99; 8:45 am]
BILLING CODE 5000-04-M

DEPARTMENT OF DEFENSE

48 CFR Parts 205, 206, 217, 219, 225,
226, 236, 252, and 253

[DFARS Case 98-D007]

Defense Federal Acquisition
Regulation Supplement; Reform of
Affirmative Action in Federal
Procurement

AGENCY: Department of Defense (DoD).
ACTION: Final rule.

SUMMARY: The Director of Defense
Procurement is adopting as final, with
changes, an interim rule amending the
Defense Federal Acquisition Regulation
Supplement (DFARS) policy concerning
programs for small disadvantaged
business (SDB) concerns. The
amendments conform to a Department
of Justice (DoJ) proposal to reform
affirmative action in Federal
procurement, and are consistent with
the changes made to the Federal
Acquisition Regulation (FAR) in Federal
Acquisition Circulars (FACs) 97-06 and
97-13. DoJ’s proposal is designed to
ensure compliance with the
constitutional standards established by
the Supreme Court in Adarand
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Constructors, Inc. v. Pena, 115 S. Ct.
2097 (1995).

EFFECTIVE DATE: October 1, 1999.

FOR FURTHER INFORMATION CONTACT: Ms.
Susan Schneider, Defense Acquisition
Regulations Council, PDUSD (A&T) DP
(DAR), IMD 3D139, 3062 Defense
Pentagon, Washington, DC 20301-3062.
Telephone (703) 602-0326; telefax (703)
602-0350. Please cite DFARS Case 98—
D007.

SUPPLEMENTARY INFORMATION:

A. Background

This rule finalizes, with changes, the
interim rule published at 63 FR 41972
on August 6, 1998. The interim rule was
issued to conform the DFARS to the
interim FAR rule published in FAC 97—
06, at 63 FR 35719 on June 30, 1998,
pertaining to reform of affirmative
action in Federal procurement. A final
FAR rule on this subject was published
in FAC 97-13, at 64 FR 36222 on July
2, 1999, and will become effective on
October 1, 1999.

Two sources submitted comments on
the interim DFARS rule published on
August 6, 1998. All comments were
considered in the development of the
final rule. The final rule differs from the
interim rule in that it (1) amends
DFARS 226.7008(b) to remove language
requiring use of the provision at FAR
52.226-2 when the clause at FAR
52.219-23 is used, since FAC 97-13
added this requirement to the FAR; and
(2) removes the provision at 252.226—
7001, since this provision duplicates the
provision at FAR 52.226-2.

This rule was not subject to Office of
Management and Budget review under
Executive Order 12866, dated
September 30, 1993.

B. Regulatory Flexibility Act

DoD certifies that this final rule will
not have a significant economic impact
on a substantial number of small entities
within the meaning of the Regulatory
Flexibility Act, 5 U.S.C. 601, et seq.,
because most of the changes merely
conform the DFARS to the FAR rules in
FACs 97-06 and 97-13. Two source
selection considerations for SDB
concerns currently in the DFARS, but
not in the FAR, are amended by this
rule to conform to the DoJ model:
Leader company contracting (DFARS
217.401); and architect-engineer (A—E)
services (DFARS 236.602). These two
changes are not expected to have a
significant economic impact on a
substantial number of small entities,
since (1) leader company contracting is
infrequently used by DoD; and (2) the
primary factor in A—E selection is the
determination of the most highly

qualified firm; the SDB consideration is
one of several secondary source
selection factors.

C. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because the rule does not
impose any information collection
requirements that require the approval
of the Office of Management and Budget
under 44 U.S.C. 3501, et seq.

List of Subjects in 48 CFR Parts 205,
206, 217, 219, 225, 226, 236, 252, and
253

Government procurement.
Michele P. Peterson,

Executive Editor, Defense Acquisition
Regulations Council.

Interim Rule Adopted as Final With
Changes

Accordingly, the interim rule
amending 48 CFR parts 205, 206, 217,
219, 225, 226, 236, 252, and 253, which
was published at 63 FR 41972 on
August 6, 1998, and amended at 63 FR
64427 on November 20, 1998, is
adopted as a final rule with the
following changes:

1. The authority citation for 48 CFR
parts 205, 206, 217, 219, 225, 226, 236,
252, and 253 continues to read as
follows:

Authority: 41 U.S.C. 421 and 48 CFR
Chapter 1.

PART 226—OTHER SOCIOECONOMIC
PROGRAMS

2. Section 226.7008 is amended by

revising paragraph (b) to read as follows:

226.7008 Solicitation provision and
contract clause.
* * * * * * *

(b) Use the provision at FAR 52.226—
2, Historically Black College or
University and Minority Institution
Representation, in solicitations set aside
for HBCU/Mls.

PART 252—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

252.226-7001 [Removed]
3. Section 252.226-7001 is removed.

[FR Doc. 99-25162 Filed 9-29-99; 8:45 am]
BILLING CODE 5000-04-M

DEPARTMENT OF DEFENSE

48 CFR Parts 215, 217, 219, 226, 236,
252, and Appendix | to Chapter 2

[DFARS Case 98-D021]

Defense Federal Acquisition
Regulation Supplement; Reform of
Affirmative Action in Federal
Procurement, Part Il

AGENCY: Department of Defense (DoD).
ACTION: Final rule.

SUMMARY: The Director of Defense
Procurement is adopting as final,
without change, an interim rule
amending the Defense Federal
Acquisition Regulation Supplement
(DFARS) policy concerning programs
for small disadvantaged business (SDB)
concerns. The amendments conform to
a Department of Justice (DoJ) proposal to
reform affirmative action in Federal
procurement, and are consistent with
the changes made to the Federal
Acquisition Regulation (FAR) in Federal
Acquisition Circulars (FACs) 97-07 and
97-13. DoJ’s proposal is designed to
ensure compliance with the
constitutional standards established by
the Supreme Court in Adarand
Constructors, Inc. v. Pena, 115 S. Ct.
2097 (1995).

EFFECTIVE DATE: October 1, 1999.

FOR FURTHER INFORMATION CONTACT:

Ms. Susan Schneider, Defense
Acquisition Regulations Council,
PDUSD(A&T)DP(DAR), IMD 3D139,
3062 Defense Pentagon, Washington, DC
20301-3062. Telephone (703) 602—-0326;
telefax (703) 602—0350. Please cite
DFARS Case 98-D021.

SUPPLEMENTARY INFORMATION:

A. Background

This rule finalizes, without change,
the interim rule published at 63 FR
64427 on November 20, 1998. The
interim rule was issued to conform the
DFARS to the interim FAR rule
published in FAC 97-07, at 63 FR 36120
onJuly 1, 1998, pertaining to reform of
affirmative action in Federal
procurement. A final FAR rule on this
subject was published in FAC 97-13, at
64 FR 36222 on July 2, 1999, and will
become effective on October 1, 1999.

No comments were received in
response to the interim DFARS rule
published on November 20, 1998.

This rule was not subject to Office of
Management and Budget review under
Executive Order 12866, dated
September 30, 1993.

B. Regulatory Flexibility Act

DoD certifies that this final rule will
not have a significant economic impact
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on a substantial number of small entities
within the meaning of the Regulatory
Flexibility Act, 5 U.S.C. 601, et seq.,
because most of the changes merely
conform the DFARS to the FAR rule in
FAC 97-07. Two source selection
considerations for SDB concerns
currently in the DFARS, but not in the
FAR, are amended by this rule to
conform to the DoJ model: Leader
company contracting (DFARS 217.401);
and architect-engineer (A-E) services
(DFARS 236.602). These two changes
are not expected to have a significant
economic impact on a substantial
number of small entities, since (1)
leader company contracting is
infrequently used by DoD; and (2) the
primary factor in A—E selection is the
determination of the most highly
qualified firm; the SDB consideration is
one of several secondary source
selection factors.

C. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because the rule does not
impose any information collection
requirements that require the approval
of the Office of Management and Budget
under 44 U.S.C. 3501, et seq.

List of Subjects in 48 CFR Parts 215,
217, 219, 226, 236, and 252

Government procurement.

Michele P. Peterson,

Executive Editor, Defense Acquisition
Regulations Council.

Interim Rule Adopted as Final Without
Change

Accordingly, the interim rule
amending 48 CFR parts 215, 217, 219,
226, 236, 252, and Appendix | to
Chapter 2, which has published at 63 FR
64427 on November 20, 1998, is
adopted as a final rule without change.

[FR Doc. 99-25163 Filed 9-29-99; 8:45 am]
BILLING CODE 5000-04-M

DEPARTMENT OF DEFENSE

48 CFR Parts 222 and 252
[DFARS Case 97-D318]

Defense Federal Acquisition
Regulation Supplement; Contractor
Use or Nonimmigrant Aliens—Guam

AGENCY: Department of Defense (DoD).
ACTION: Final rule.

SUMMARY: The Director of Defense
Procurement is adopting as final, with
changes, an interim rule amending the
Defense Federal Acquisition Regulation
Supplement (DFARS). The rule
addresses statutory prohibitions against

the performance of work by
nonimmigrant aliens under DoD
contracts for military construction or
base operations support on Guam.

DATES: September 30, 1999.

FOR FURTHER INFORMATION CONTACT: Ms.
Amy Williams, Defense Acquisition
Regulations Council, PDUSD (A&T) DP
(DAR), IMD 3D139, 3062 Defense
Pentagon, Washington, DC 20301-3062.
Telephone (703) 602—0288; telefax (703)
602-0350. Please cite DFARS Case 97—
D318.

SUPPLEMENTARY INFORMATION:
A. Background

This rule finalizes, with changes, the
interim rule published at 63 FR 31935
onJune 11, 1998. The interim rule
added a new DFARS Subpart 222.73
and a new contract clause at DFARS
252.222-7005 to implement Section 390
of the National Defense Authorization
Act for Fiscal Year 1998 (Public Law
105-85). Section 390 provides that each
DoD contract for base operations
support to be performed on Guam must
contain a condition that work under the
contract may not be performed by any
alien who is issued a visa or otherwise
provided nonimmigrant status under
Section 101(a) (15) (H) (ii) of the
Immigration and Nationality Act (8
U.S.C. 1101(a) (15) (H) (ii)).

Four sources submitted comments on
the interim rule. DoD considered all
comments in the development of the
final rule. The final rule differs from the
interim rule in that it incorporates the
similar restrictions of 10 U.S.C. 2864
pertaining to military construction
contracts on Guam, and clarifies that the
prohibition against performance of work
by nonimmigrant aliens does not apply
to lawfully admitted citizens of the
freely associated states of the Republic
of the Marshall Islands, the Federated
States of Micronesia, or the Republic of
Palau.

This rule was not subject to Office of
Management and Budget review under
Executive Order 12866, dated
September 30, 1993.

B. Regulatory Flexibility Act

DoD certifies that this final rule will
not have a significant economic impact
on a substantial number of small entities
within the meaning of the Regulatory
Flexibility Act, 5 U.S.C. 601, et seq.,
because the rule applies only to military
construction and base operations
support contracts to be performed on
Guam.

C. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because the rule does not

impose any information collection
requirements that require the approval
of the Office of Management and Budget
under 44 U.S.C. 3501, et seq.

List of Subjects in 48 CFR Parts 222 and
252

Government procurement.

Michele P. Peterson,

Executive Editor, Defense Acquisition
Regulations Council.

Interim Rule Adopted as Final With
Changes

Accordingly, the interim rule
amending 48 CFR parts 222 and 252,
which was published at 63 FR 31935 on
June 11, 1998, is adopted as a final rule
with the following changes:

1. The authority citation for 48 CFR
Parts 222 and 252 continues to read as
follows:

Authority: 41 U.S.C. 421 and 48 CFR
Chapter 1.

PART 222—APPLICATION OF LABOR
LAWS TO GOVERNMENT
ACQUISITIONS

2. Subpart 222.73 is revised to read as
follows:

Subpart 222.73—Limitations
Applicable to Contracts Performed on
Guam

Sec.

222.7300 Scope of subpart.

222.7301 Prohibition on use of
nonimmigrant aliens.

222.7302 Exception.

222.7303 Contract clause.

222.7300 Scope of subpart.

(a) This subpart implements—

(1) 10 U.S.C. 2864; and

(2) Section 390 of the National
Defense Authorization Act for Fiscal
Year 1998 (Public Law 105-85).

(b) This subpart applies to—

(1) Contracts for military construction
projects on Guam; and

(2) Contracts for base operations
support on Guam that—

(i) Are awarded as a result of a
competition conducted under OMB
Circular A-76; and

(ii) Are entered into or modified on or
after November 18, 1997.

222.7301 Prohibition on use of
nonimmigrant aliens.

(a) Any alien who is issued a visa or
otherwise provided nonimmigrant
status under Section 101(a)(15)(H)(ii) of
the Immigration and Nationality Act (8
U.S.C. 1101(a)(15)(H)(ii)) is prohibited
from performing work under a contract
for—

(1) A military construction project on
Guam; or
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(2) Base operations support on Guam.

(b) Lawfully admitted citizens of the
freely associated states of the Republic
of the Marshall Islands, the Federated
States of Micronesia, or the Republic of
Palau are not subject to the prohibition
in paragraph (a) of this section.

222.7302 Exception.

The prohibition in 222.7301(a)(1)
does not apply to a military
construction project if—

(a) There is no acceptable offer in
response to a solicitation for the project;

(b) The Secretary concerned makes a
determination that the prohibition is a
significant deterrent to obtaining offers
on the project; and

(c) Another solicitation is issued for
the project.

222.7303 Contract clause.

Use the clause at 252.222-7005,
Prohibition on Use of Nonimmigrant
Aliens-Guam, in solicitations and
contracts subject to this subpart, except
those issued in accordance with
222.7302.

PART 252—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

3. Section 252.222-7005 is revised to
read as follows:

252.222-7005 Prohibition on Use of
Nonimmigrant Aliens—Guam.

As prescribed in 222.7303, use the
following clause:

PROHIBITION ON USE OF
NONIMMIGRANT ALIENS—GUAM (SEP
1999)

The work required by this contract shall
not be performed by any alien who is issued
a visa or otherwise provided nonimmigrant
status under Section 101(a)(15)(H)(ii) of the
Immigration and Nationality Act (8 U.S.C.
1101(a)(15)(H)(ii)). This prohibition does not
apply to the performance of work by lawfully
admitted citizens of the freely associated
states of the Republic of the Marshall Islands,
the Federated States of Micronesia, or the
Republic of Palau.

(End of clause)
[FR Doc. 99-25164 Filed 9-29-99; 8:45 am]
BILLING CODE 5000-04-M

DEPARTMENT OF AGRICULTURE

Office of Procurement and Property
Management

48 CFR Parts 401, 415, 437, and 452
[AGAR Case 96-04]

RIN 0599-AA07

Agriculture Acquisition Regulation;

Part 415 Reorganization; Contracting
by Negotiation

AGENCY: Office of Procurement and
Property Management, USDA.
ACTION: Direct final rule.

SUMMARY: The Department of
Agriculture (USDA) is amending the
Agriculture Acquisition Regulation
(AGAR) to revise and reorganize part
415, Contracting by Negotiation. USDA
is revising and reorganizing part 415 to
reflect changes in the content and
structure of Federal Acquisition
Regulation (FAR) part 15, Contracting
by Negotiation. This amendment makes
it easier for users to consult AGAR part
415 in tandem with FAR part 15.
DATES: This rule is effective November
29, 1999 without further action, unless
we receive written adverse comments or
written notice of intent to submit
adverse comments on or before
November 1, 1999. If we receive adverse
comments, the Office of Procurement
and Property Management will publish
a timely withdrawal of the rule in the
Federal Register.

ADDRESSES: Please submit any adverse
comments, or a notice of intent to
submit adverse comments, in writing to
U.S. Department of Agriculture, Office
of Procurement and Property
Management, Procurement Policy
Division, Stop 9303, 1400 Independence
Avenue SW., Washington, DC 20250—
9303.

FOR FURTHER INFORMATION CONTACT:
Joseph J. Daragan, (202) 720-5729, or
through the General Services
Administration Relay Service, (800)
877-8339.
SUPPLEMENTARY INFORMATION:
I. Background
Il. Dates
I1l. Procedural Requirements
A. Executive Order Nos. 12866 and 12988
B. Regulatory Flexibility Act
C. Paperwork Reduction Act
D. Small Business Regulatory Enforcement
Fairness Act
IV. Electronic Access Addresses

I. Background

The AGAR implements the FAR (48
CFR chapter 1) where further
implementation is needed, and
supplements the FAR when coverage is

needed for subject matter not covered by
the FAR. In September 1997, FAR Part
15, Contracting by Negotiation, was
rewritten to simplify the source
selection process and to facilitate best
value acquisition (62 FR 51224,
September 30, 1997). FAR Part 15 also
was restructured to facilitate use of the
regulation. USDA is amending the
AGAR to reflect changes made to FAR
part 15. USDA also is reorganizing
AGAR part 415, Contracting by
Negotiation, to reflect the new structure
of FAR Part 15. In this rulemaking
document, USDA is amending the
AGAR as a direct final rule, since the
changes are non-controversial and
unlikely to generate adverse comment.
The changes are administrative in
nature, and do not affect the public.

Rules that an agency believes are
noncontroversial and unlikely to result
in adverse comment may be published
in the Federal Register as direct final
rules. The Office of Procurement and
Property Management published a
policy statement in the Federal Register
(63 FR 9158, February 24, 1998) to
notify the public of its intent to use
direct final rulemaking in appropriate
circumstances.

This rule makes the following changes
to the AGAR:

(a) We are amending section 401.106
to reflect the restructuring of AGAR part
415. We are changing a reference to
AGAR segment 415.4 to read AGAR
segment 415.2.

(b) We are removing sections 415.103,
415.408, 415.411, 415,607, 415.608 and
415.612. These sections supplemented
FAR regulatory guidance which has
been removed from the FAR. AGAR
coverage is no longer required.

(c) We are removing paragraph (b) of
subsection 415.413-2. This paragraph
merely restates guidance included in the
FAR.

(d) We are moving the following
segments of AGAR part 415 to match the
numbering structure of FAR part 15
following its revision:

(1) Subsection 415.406-1, Uniform
contract format, is now section 415.204,
Contract format;

(2) Section 415.407, Solicitation
provisions, is now section 415.209,
Solicitation provisions and contract
clauses;

(3) Paragraphs (c) through (e) of
subsection 415.413-2, Disclosure and
use of information before award—
Alternate Il, are now paragraphs (a)
through (c) of section 415.207, Handling
proposals and information.

(4) Subpart 415.5, Unsolicited
Proposals, is now subpart 415.6,
Unsolicited Proposals;
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(5) Subpart 415.9, Profit, is now
subpart 415.4, Contract Pricing;

(6) Subpart 415.10, Preaward, Award,
and Postaward Notifications, Protests
and Mistakes, is now subpart 415.5,
Preaward, Award, and Postaward
Notifications, Protests and Mistakes.

(e) We are adding section 415.303,
Responsibilities, to specify that the head
of the contracting activity is authorized
to appoint an individual other than the
contracting officer as the source
selection authority.

(f) We are adding section 415.305,
Proposal evaluation, to authorize USDA
contracting activities to establish
procedures for release of cost
information to technical evaluation
teams.

(9) We are adding section 437.204,
Guidelines for determining availability
of personnel. This section authorizes
heads of contracting activities to
approve the use of non-Government
evaluators in proposal evaluation.
AGAR subsection 415.413-2 included a
substantially similar authorization,
which we adapted in drafting section
437.204.

(h) We are amending AGAR clause
452.215-71 to update a FAR reference
in that clause and to delete clause
Alternates | and Il. These alternates
provided for the use of standard forms
which have been canceled and not
replaced. Furthermore, guidance
provided by the alternate clauses is
provided by FAR clause 52.215-20.

(i) We are correcting prescriptions in
sections 452.215-71, 452.215-72 and
452.215.73 to reflect updated AGAR
section humbers based on
reorganization of AGAR part 415.

I1. Procedural Requirements

A. Executive Order Nos. 12866 and
12988

USDA prepared a work plan for this
regulation and submitted it to the Office
of Management and Budget (OMB)
pursuant to Executive Order No. 12866.
OMB determined that the rule was not
significant for the purposes of Executive
Order No. 12866. Therefore, the rule has
not been reviewed by OMB. USDA has
reviewed this rule in accordance with
Executive Order No. 12988, Civil Justice
Reform. The proposed rule meets the
applicable standards in section 3 of
Executive Order No. 12988.

B. Regulatory Flexibility Act

USDA reviewed this rule under the
Regulatory Flexibility Act, 5 U.S.C. 601—
611, which requires preparation of a
regulatory flexibility analysis for any
rule which is likely to have significant
economic impact on a substantial

number of small entities. The
reorganization and revision of AGAR
part 415 does not affect the way in
which USDA conducts its acquisitions
or otherwise interacts with the public.
USDA certifies that this rule will not
have a significant economic effect on a
substantial number of small entities,
and, therefore, no regulatory flexibility
analysis has been prepared.

C. Paperwork Reduction Act

No new information collection or
recordkeeping requirements are
imposed on the public by this rule.
Accordingly no OMB clearance is
required by section 350(h) of the
Paperwork Reduction Act, 44 U.S.C.
3501, et seq., or OMB’s implementing
regulation at 5 CFR Part 1320.

D. Small Business Regulatory
Enforcement Fairness Act

This rule has been submitted to each
House of Congress and the Comptroller
General in accordance with the Small
Business Regulatory Enforcement
Fairness Act of 1996, 5 U.S.C. 801 et
seq.

IV. Electronic Access Addresses.

You may send electronic mail (E-mail)
to IDARAGAN@USDA.GOV, or contact
us via fax at (202) 720-8972, if you
would like additional information about
this rule, or if you wish to submit
comments.

List of Subjects in 48 CFR Parts 415 and
452

Government contracts, Government
procurement.

For the reasons set out in the
preamble, the Office of Procurement and
Property Management amends 48 CFR
Parts 401, 415, 437, and 452 as set forth
below:

1. The authority citation for Part 401
continues to read as follows:

Authority: 5 U.S.C. 301 and 40 U.S.C.
486(c).

2. In section 401.106, remove “415.4”
and add, in its place, “415.2”.

3. Revise Part 415 to read as follows:

PART 415—CONTRACTING BY
NEGOTIATION

Subpart 415.2—Solicitation and Receipt of
Proposals and Information:

Sec.

415.204 Contract format.

415.207 Handling proposals and
information.

415.209 Solicitation provisions and
contract clauses.

Subpart 415.3—Source Selection

Sec.
415.303 Responsibilities.
415.305 Proposal evaluation.

Subpart 415.4—Contract Pricing

Sec.
415.404-4 Profit.

Subpart 415.5—Preaward, Award, and
Postaward Notifications, Protests and
Mistakes

Sec.
415.570 Post-award conference.

Subpart 415.6—Unsolicited Proposals

Sec.

415.604 Agency points of contact.

415.606 Agency procedures.
Authority: 5 U.S.C. 301 and 40 U.S.C.

486(c).

Subpart 415.2—Solicitation and
Receipt of Proposals and Information:

415.204 Contract format.

The Senior Procurement Executive is
authorized to exempt contracts from the
uniform contract format.

415.207 Handling proposals and
information.

(a) Throughout the source selection
process, agency personnel and non-
Government evaluators with access to
proposal information shall disclose
neither the number of offerors nor their
identity except as authorized by FAR
subpart 15.5. (See also FAR 5.403.)

(b) The contracting officer shall obtain
the following written agreement from
the non-Government evaluator prior to
the release of any proposal to that
evaluator.

AGREEMENT GOVERNING THE USE AND
DISCLOSURE OF PROPOSALS

RFP
Offeror

21. To the best of my knowledge and belief,
no conflict of interest exists that may
diminish my capacity to perform an impartial
and objective review of the offeror’s proposal,
or may otherwise result in a biased opinion
or an unfair advantage. If a potential conflict
of interest arises or if | identify such a
conflict, | agree to notify the Government
promptly concerning the potential conflict.
In determining whether any potential conflict
of interest exists, | agree to review whether
my or my employer’s relationships with
other persons or entities, including, but not
limited to, ownership of stocks, bonds, other
outstanding financial interests or
commitments, employment arrangements
(past, present, or under consideration), and,
to the extent known by me, all financial
interests and employment arrangements of
my spouse, minor children, and other
members of my immediate household, may
place me in a position of conflict, real or
apparent, with the evaluation proceedings.
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2. | agree to use proposal information
only for evaluation purposes. |
understand that any authorized
restriction on disclosure placed upon
the proposal by the prospective
contractor or subcontractor or by the
Government shall be applied to any
reproduction or abstracted information
of the proposal. | agree to use my best
effort to safeguard such information
physically, and not to disclose the
contents of, or release any information
relating to, the proposal(s) to anyone
outside of the Source Evaluation Board
or other panel assembled for this
acquisition, the Contracting Officer, or
other individuals designated by the
Contracting Officer.

3. | agree to return to the Government all
copies of proposals, as well as any abstracts,
upon completion of the evaluation.

(Name and Organization)

(Date)
(End of provision)

(c) The release of a proposal to a non-
Government evaluator for evaluation
does not constitute the release of
information for purposes of the Freedom
of Information Act (5 U.S.C. 552).

(d) The contracting officer shall attach
a cover page bearing the following
notice: GOVERNMENT NOTICE FOR
HANDLING PROPOSALS—This
proposal shall be used and disclosed for
evaluation purposes only. Attach a copy
of this Government notice to every
reproduction or abstract of the proposal.
Any authorized restrictive notices
which the submitter places on this
proposal shall be strictly complied with.
Disclosure of this proposal outside the
Government for evaluation purposes
shall be made only to the extent
authorized by, and in accordance with,
FAR 3.104-5, FAR 15.207, and AGAR
415.207.

415.209 Solicitation provisions and
contract clauses.

(a) The provision at 452.215-71,
Instructions for the Preparation of
Technical and Business Proposals, may
be used when offerors will be required
to submit technical and business
proposals. Contracting officers should
tailor the clause to reflect the degree of
information required for the specific
acquisition.

(b) The contracting officer shall insert
the provision at 452.215-72,
Amendments to Proposals, in
solicitations which require the submittal
of lengthy, complex technical proposals.

Subpart 415.3—Source Selection

415.303 Responsibilities.

The head of the contracting activity
(HCA) is authorized to appoint an
individual other than the contracting
officer as the source selection authority.

415.305 Proposal evaluation.

HCAs are responsible for establishing
procedures regarding the release of cost
information to the members of the
technical evaluation team.

Subpart 415.4—Contract Pricing

415.404-4 Profit.

(2)(1) USDA will use a structured
approach to determine the profit or fee
prenegotiation objective in acquisition
actions when price negotiation is based
on cost analysis.

(2) The following types of acquisitions
are exempt from the requirements of the
structured approach, but the contracting
officer shall comply with FAR 15.404—
4(d) when analyzing profit for these
contracts or actions:

(i) Architect-engineer contracts;

(if) Construction contracts;

(ii1) Contracts primarily requiring
delivery of material supplied by
subcontractors;

(iv) Termination settlements; and

(v) Cost-plus-award-fee contracts;

(b) Unless otherwise restricted by
contracting activity procedures, the
Contracting Officer may use another
Federal agency’s structured approach if
that approach has been formalized and
is maintained as part of that Agency’s
acquisition regulations (i.e., included in
that Agency'’s assigned chapter of Title
48 of the Code of Federal Regulations).

(c) The HCA is responsible for
establishing procedures to ensure
compliance with this subpart.

Subpart 415.5—Preaward, Award, and
Postaward Notifications, Protests and
Mistakes

415.570 Post-award conference.

If a postaward conference is
necessary, the contracting officer shall
insert clause 452.215-73, Post-Award
Conference.

Subpart 415.6—Unsolicited Proposals

415.604 Agency points of contact.

HCAs are responsible for establishing
procedures to ensure compliance with
the requirements of FAR 15.604.

415.606 Agency procedures.

HCAs are responsible for establishing
the procedures for control of unsolicited
proposals required by FAR 15.606(a)
and for identifying the contact points as
required by FAR 15.606(b).

4. The authority citation for Part 437
continues to read as follows:

Authority: 5 U.S.C. 301 and 40 U.S.C.
486(c).

5. Add section 437.204 to read as
follows:

437.204 Guidelines for determining
availability of personnel.

The head of the contracting activity
(HCA) is authorized to approve the use
of non-Government evaluators in
proposal evaluation. Each such decision
shall be supported by a written
determination in accordance with FAR
37.204.

6. The authority citation for Part 452
continues to read as follows:

Authority: 5 U.S.C. 301 and 40 U.S.C.
486(c).

7. Revise paragraphs (c) introductory
text and (c)(1) and remove Alternates |
and Il of 452.215-71 to read as follows:

452.215-71 Instructions for the
preparation of technical and business
proposals.

As prescribed in 415.209(a), insert a
provision substantially as follows:
INSTRUCTIONS FOR THE PREPARATION

OF TECHNICAL AND BUSINESS
PROPOSALS

(September 1999)

* * * * *

(c) Business Proposal Instructions.

(1) Cost Proposal.

In addition to any other requirements for
cost/pricing information required in clause
FAR 52.215-20, Requirements for Cost or
Pricing Data or Information Other Than Cost
or Pricing Data (OCT 1997), the following is
required:

(Contracting Officer shall identify additional
information required if appropriate.)
* * * * *

8. In section 452.215-72, remove
“415.407(b)” and add, in its place,
©415.209(b)".

9. In section 452.215-73, remove
*415.1070” and add, in its place,
“415.570".

Done at Washington, DC, this 27th day of
September, 1999.

W.R. Ashworth,

Director, Office of Procurement and Property
Management.

[FR Doc. 99-25474 Filed 9-29-99; 8:45 am]
BILLING CODE 3410-XE-P
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DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Parts 13 and 17
RIN 1018-AD95

Safe Harbor Agreements and
Candidate Conservation Agreements
with Assurances

AGENCY: Fish and Wildlife Service,
Interior.
ACTION: Final rule; correction.

SUMMARY: We, the U.S. Fish and
Wildlife Service (Service), published a
final rule on June 17, 1999, amending
Part 13 and 17 of Title 50 of the Code
of Federal Regulations (CFR). These
regulations implemented two final
policies issued by the Service and the
National Marine Fisheries Service
(NMFS) on June 17, 1999, pursuant to
the Endangered Species Act (Act)—the
Safe Harbor and the Candidate
Conservation Agreements with
Assurances policies. We are correcting
certain errors that appeared in the final
regulations implementing these policies.
The correction is required in part 13
section 13.25(d) because the current
version is unclear and could unduly
confuse the public. In sections
17.22(d)(2)(v) and 17.32(d)(2)(v) the
word ‘“not” was inadvertently omitted
after the word “‘will.”

DATES: This correction is effective
September 30, 1999.

ADDRESSES: You may obtain copies of
the final rule or this correction, or you
may obtain further information, by
contacting the Chief, Division of
Endangered Species, U.S. Fish and
Wildlife Service, 1849 C Street, NW
(MS-420 ARLSQ), Washington, DC
20240 (Telephone 703/358-2171,
Facsimile 703/358-1735).

FOR FURTHER INFORMATION CONTACT:
Nancy Gloman, Chief, Division of
Endangered Species (Telephone 703/
358-2171, Facsimile 703/358-1735).
SUPPLEMENTARY INFORMATION: The Safe
Harbor and Candidate Conservation
Agreements with Assurances policies
were published at 64 FR 32717 and 64
FR 32726, respectively, and the final
implementing rule was published at 64
FR 32706. In the final rule, we
committed editorial errors in part 13
section 13.25(d) and in part 17 sections
17.22(d)(2)(v) and 17.32 (d)(2)(v). We
correct these errors in this rule.

List of Subjects

50 CFR part 13

Administrative practice and
procedure, Exports, Fish, Imports,

Plants, Reporting and recordkeeping
requirements, Transportation, Wildlife.

50 CFR part 17

Endangered and threatened species,
Export, Import, Reporting and
recordkeeping requirements,
Transportation.

PART 13—[Amended]

1. The authority citation for part 13
continues to read as follows:

Authority: 16 U.S.C. 668a; 704, 712; 742j—
I; 1382; 1538(d); 1539, 1540(f); 3374; 4901—
4916; 18 U.S.C. 42; 19 U.S.C. 1202; E.O.
11911, 41 FR 15683; 31 U.S.C. 9701.

2. Amend section 13.25 by revising
paragraph (d) to read as follows:

§13.25 Transfer of permits and scope of
permit authorization.
* * * * *

(d) In the case of permits issued under
§17.22(b)—(d) or § 17.32(b)—(d) of this
subchapter to a State or local
governmental entity, a person is under
the direct control of the permittee
where:

(1) The person is under the
jurisdiction of the permittee and the
permit provides that such person(s) may
carry out the authorized activity; or

(2) The person has been issued a
permit by the governmental entity or
has executed a written instrument with
the governmental entity, pursuant to the
terms of the implementing agreement.

3. Amend section 17.22 by revising
paragraph (d)(2)(v) to read as follows:

§17.22 Permits for scientific purposes,
enhancements of propagation or survival,
or for incidental taking.

* * * * *

(d) * * X

(2) * * *

(v) Implementation of the terms of the
Candidate Conservation Agreement will
not be in conflict with any ongoing
conservation programs for species
covered by the permit; and

* * * * *

4. Amend section 17.32 by revising
paragraph (d)(2)(v) to read as follows:

§17.32 Permits—General.

* * * * *

(d) * X *

(2) * X *

(v) Implementation of the terms of the
Candidate Conservation Agreement will
not be in conflict with any ongoing
conservation programs for species
covered by the permit; and

* * * * *

Dated: September 24, 1999.
Donald J. Barry,

Assistant Secretary, Fish, Wildlife, and Parks,
Department of the Interior.

[FR Doc. 99-25379 Filed 9-29-99; 8:45 am]
BILLING CODE 4310-55-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 990304062-9062—-01; 1.D.
092499J]

Fisheries of the Exclusive Economic
Zone Off Alaska; Pollock in Statistical
Area 630 of the Gulf of Alaska

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Inseason adjustment; request for
comments.

SUMMARY: NMFS issues an inseason
adjustment for managing directed
fishing for pollock for the D fishing
season in Statistical Area 630 of the Gulf
of Alaska (GOA). This adjustment is
necessary to authorize a closure at
midnight. Current regulations specify
that the time of all openings and
closures of fishing seasons other than
the beginning and end of the calendar
fishing year is noon, A.lL.t. Without this
inseason adjustment, this fishery would
close prematurely, thereby incurring
underharvest of the directed fishing
allowance and economic loss.

DATES: Effective 2400 hrs, Alaska local
time (A.lL.t.), September 24, 1999.
Comments must be received at the
following address no later than 4:30
p-m., A.lL.t.,, October 12, 1999.
ADDRESSES: Comments may be mailed to
Sue Salveson, Assistant Regional
Administrator, Sustainable Fisheries
Division, Alaska Region, NMFS, P.O.
Box 21668, Juneau, AK 99802-1668,
Attn: Lori Gravel. Hand delivery or
courier delivery of comments may be
sent to the Federal Building, 709 West
9th Street, Room 453, Juneau, AK
99801.

FOR FURTHER INFORMATION CONTACT:
Mary Furuness, 907-586—7228.
SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
GOA exclusive economic zone
according to the Fishery Management
Plan for Groundfish of the Gulf of
Alaska (FMP) prepared by the North
Pacific Fishery Management Council
under authority of the Magnuson-
Stevens Fishery Conservation and
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Management Act. Regulations governing
fishing by U.S. vessels in accordance
with the FMP appear at subpart H of 50
CFR part 600 and 50 CFR part 679.

The 1999 TAC of pollock in Statistical
Area 630 of the GOA was established by
the Final 1999 Harvest Specifications
for Groundfish (64 FR 12094, March 11,
1999) as 30,520 metric tons (mt),
determined in accordance with
§679.20(c)(3)(ii)

In accordance with §679.20(d)(1)(i),
the Administrator, Alaska Region,
NMFS (Regional Administrator), has
determined that the 1999 TAC for
pollock in Statistical Area 630 will be
reached. Therefore, the Regional
Administrator is establishing a directed
fishing allowance of 29,920 mt, and is
setting aside the remaining 600 mt as
bycatch to support other anticipated
groundfish fisheries. In accordance with
§679.20(d)(1)(iii), the Regional
Administrator finds that this directed
fishing allowance has been reached.
Consequently, NMFS is prohibiting
directed fishing for pollock in Statistical
Area 630 of the GOA.

Current information shows the
catching capacity of vessels catching
pollock in Statistical Area 630 is in
excess of 4,000 mt per day.

Section 679.23(b) specifies that the
time of all openings and closures of
fishing seasons other than the beginning
and end of the calendar fishing year is
1200 hrs, A.l.t. The Administrator,
Alaska Region, NMFS, has determined
that the pollock TAC would be
underharvested if a 1200 hrs closure on
September 24, 1999, were allowed to
occur.

NMFS, therefore, in accordance with
8679.25(a)(1)(i), is adjusting the D
fishing season for pollock in Statistical
Area 630 of the GOA by prohibiting
directed fishing at 2400 hrs, A.l.t.,
September 24, 1999. NMFS is taking
this action to prevent the underharvest
of the pollock TAC in Statistical Area
630 of the GOA as authorized by
§679.25(a)(2)(i)(C). In accordance with
§679.25(a)(2)(iii), NMFS has
determined that closing the season at
2400 hrs on September 24, 1999, is the
least restrictive management adjustment
to harvest the pollock TAC in Statistical
Area 630 of the GOA and will allow
other fisheries to continue in noncritical
areas and time periods.

Maximum retainable bycatch amounts

may be found in the regulations at
§679.20(e) and (f).

Classification

The Assistant Administrator for
Fisheries, NOAA, finds for

good cause that providing prior notice
and public comment or

delaying the effective date of this
action is impracticable and contrary to
the public interest. Without this
inseason adjustment, the pollock TAC
in Statistical Area 630 of the GOA
would be underharvested. Under
§679.25(c)(2), interested persons are
invited to submit written comments on
this action to the above address until
October 12, 1999.

This action is required by §8679.20
and 679.25 and is exempt from review
under E.O. 12866.

Authority: 16 U.S.C. 1801 et seq.
Dated: September 24, 1999.

George H. Darcy,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 99-25372 Filed 9-24-99; 4:05 pm]
BILLING CODE 3510-22-F

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 990304063-9063-01; I.D.
092499N]

Fisheries of the Exclusive Economic
Zone Off Alaska; Pollock by Vessels
Catching Pollock for Processing by the
Mothership Component in the Bering
Sea Subarea

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Closure.

SUMMARY: NMFS is prohibiting directed
fishing for pollock by vessels catching
pollock for processing by the
mothership component in the Bering
Sea subarea of the Bering Sea and
Aleutian Islands management area
(BSAI). This action is necessary to
prevent exceeding the 1999 B/C season
pollock total allowable catch (TAC)
specified to the mothership component
in the Bering Sea subarea of the BSAI.
DATES: Effective 1200 hrs, Alaska local
time (A.l.t.), September 27, 1999, until
1200 hrs, A.l.t., November 1, 1999.

FOR FURTHER INFORMATION CONTACT:
Mary Furuness, 907-586-7228.

SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
BSAI according to the Fishery
Management Plan for the Groundfish
Fishery of the Bering Sea and Aleutian
Islands Area (FMP) prepared by the
North Pacific Fishery Management
Council under authority of the
Magnuson-Stevens Fishery
Conservation and Management Act.
Regulations governing fishing by U.S.
vessels in accordance with the FMP
appear at subpart H of 50 CFR part 600
and 50 CFR part 679.

In accordance with
§679.20(a)(5)(i)(C)(3) and section
206(b)(1) of the American Fisheries Act,
the Final 1999 Harvest Specifications
for Groundfish (64 FR 12103, March 11,
1999, and 64 FR 39087, July 21, 1999)
specified the B/C season TAC of pollock
as a directed fishing allowance for the
mothership component in the Bering
Sea subarea as 50,354 metric tons.

In accordance with §679.20(d)(1)(iii),
the Administrator, Alaska Region,
NMFS, finds that this directed fishing
allowance soon will be reached.
Consequently, NMFS is prohibiting
directed fishing for pollock by vessels
catching pollock for processing by the
mothership component in the Bering
Sea subarea of the BSAI.

Maximum retainable bycatch amounts
may be found in the regulations at
§679.20(e) and (f).

Classification

This action responds to the best
available information recently obtained
from the fishery. It must be
implemented immediately in order to
prevent exceeding the 1999 B/C season
pollock TAC specified to the
mothership component in the Bering
Sea subarea of the BSAI. A delay in the
effective date is impracticable and
contrary to the public interest. NMFS
finds for good cause that the
implementation of this action can not be
delayed for 30 days. Accordingly, under
5 U.S.C. 553(d), a delay in the effective
date is hereby waived.

This action is required by §679.20
and is exempt from review under E.O.
12866.

Authority: 16 U.S.C. 1801 et seq.
Dated: September 24, 1999.
Bruce C. Morehead,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 99-25412 Filed 9-27-99; 4:56 pm]
BILLING CODE 3510-22-F
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE
Federal Crop Insurance Corporation
7 CFR Part 400

Farm Service Agency

7 CFR Part 780

Appeal Procedure Regulation

AGENCIES: Federal Crop Insurance
Corporation and Farm Service Agency,
USDA.

ACTION: Proposed rule.

SUMMARY: The Federal Crop Insurance
Corporation (FCIC) and the Farm
Service Agency (FSA) propose to amend
general administrative regulations and
appeal procedure regulations. The
intended effect of the rule is to establish
procedures for program participant
appeals of adverse decisions made by
the Risk Management Agency (RMA).

DATES: Written comments and opinions
on this proposed rule will be accepted
until close of business November 29,
1999, and will be considered when the
rule is to be made final.

ADDRESSES: Interested persons are
invited to submit written comments to
Nancy Kreitzer, Appeals, Litigation and
Legal Liaison Staff, Federal Crop
Insurance Corporation, United States
Department of Agriculture, 1400
Independence Avenue, S.W., Stop 0807,
Washington, D.C. 20250-0807.

FOR FURTHER INFORMATION CONTACT:
Nancy Kreitzer, Director, Appeals,
Litigation and Legal Liaison Staff,
Federal Crop Insurance Corporation, at
the address listed above, telephone
(202) 690-1683.

SUPPLEMENTARY INFORMATION:
Executive Order 12866

The Office of Management and Budget
(OMB) has determined this rule to be
exempt for the purposes of Executive
Order 12866 and, therefore, this rule has
not been reviewed by OMB.

Paperwork Reduction Act of 1995

This proposed rule does not
constitute a collection of information
under the Paperwork Reduction Act of
1995 (44 U.S.C. chapter 35).

Unfunded Mandates Reform Act of
1995

Title 11 of the Unfunded Mandates
Reform Act of 1995 (UMRA), establishes
requirements for Federal agencies to
assess the effects of their regulatory
actions on state, local, and tribal
governments and the private sector.
This rule contains no Federal mandates
(under the regulatory provisions of title
Il of the UMRA\) for State, local, and
tribal governments or the private sector.
Therefore, this rule is not subject to the
requirements of sections 202 and 205 of
the UMRA.

Executive Order 12612

It has been determined under section
6(a) of Executive Order 12612,
Federalism, that this rule does not have
sufficient federalism implications to
warrant the preparation of a Federalism
Assessment. The provisions contained
in this rule will not have a substantial
direct effect on states or their political
subdivisions, or on the distribution of
power and responsibilities among the
various levels of government.

Regulatory Flexibility Act

This regulation will not have a
significant economic impact on a
substantial number of small entities.
This action does not increase the burden
on any entity because this action merely
clarifies and establishes provisions for
producers to use in filing appeals of
adverse decisions. The effect on small
entities is the same as that for large
entities. Therefore, this action is
determined to be exempt from the
provisions of the Regulatory Flexibility
Act (5 U.S.C. 605) and no Regulatory
Flexibility Analysis was prepared.

Federal Assistance Program

This program is listed in the Catalog
of Federal Domestic Assistance under
No. 10.450.

Executive Order 12372

This program is not subject to the
provisions of Executive Order 12372,
which require intergovernmental
consultation with state and local
officials. See the Notice related to 7 CFR

part 3015, subpart V, published at 48 FR
29115, June 24, 1983.

Executive Order 12988

This proposed rule has been reviewed
under the provisions of Executive Order
12988 on civil justice reform. The
provisions of this rule will not have a
retroactive effect prior to the effective
date. The provisions of this rule will
preempt State and local laws to the
extent such State and local laws are
inconsistent herewith. The
administrative appeal provisions
published at 7 CFR part 11 must be
exhausted before any action for judicial
review may be brought against FCIC.

Environmental Evaluation

This action is not expected to have a
significant impact on the quality of the
human environment, health, and safety.
Therefore, neither an Environmental
Assessment nor an Environmental
Impact Statement is needed.

National Performance Review

This regulatory action is being taken
as part of the National Performance
Review Initiative to eliminate
unnecessary or duplicative regulations
and improve those that remain in force.

Background

The Federal Agriculture Improvement
and Reform Act of 1996 (1996 Act)
amended the Department of Agriculture
Reorganization Act of 1994
(Reorganization Act) by creating an
Office of Risk Management. The
Secretary implemented this provision
with Secretary’s Memorandum 1010-2
issued on May 3, 1996, which
established the Risk Management
Agency (RMA). Among the functions of
RMA is the administration of the crop
insurance programs for FCIC, a function
formerly assigned to the Farm Service
Agency (FSA).

This proposed rule would amend
FCIC and FSA informal appeal
regulations to reflect the establishment
of RMA and the reorganization of crop
insurance functions. It does not reflect
any response to comments received on
the prior interim final rule for 7 CFR
part 400, subpart J, or 7 CFR part 780
promulgated on December 29, 1995 (60
FR 67298).
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List of Subjects in 7 CFR Parts 400 and
780

Administrative practice and
procedure, Claims, Crop insurance,
Fraud, Reporting and recordkeeping
requirements.

Proposed Rule

For the reasons stated in the
preamble, the Federal Crop Insurance
Corporation proposes to amend 7 CFR
part 400, subpart J, and the Farm
Service Agency proposes to amend 7
CFR part 780 as follows:

PART 400—GENERAL
ADMINISTRATIVE REGULATIONS

1. Revise 7 CFR part 400, subpart J, to
read as follows:

Subpart J—Appeal Procedure

Sec.

400.90
400.91
400.92
400.93

Definitions.

Applicability.

Appeals.

Administrative review.

400.94 Mediation.

400.95 Time limitations for filing and
responding to requests for administrative
review.

400.96 Judicial review.

400.97 Reservations of authority.

Authority: 7 U.S.C. 1506(1), 1506(p)

§400.90 Definitions.

Act. The Federal Crop Insurance Act
(7 U.S.C. 1501-1521).

Administrative review. A subsequent
consideration of a prior decision by the
same reviewing authority. A participant
cannot request an administrative review
of an adverse decision that resulted
from a previous request for
administrative review.

Adverse decision. See the definition
in 7 CFR part 11.

Agency. RMA or FCIC, including the
RSO, FOSD or any other division within
the Agency with decision making
authority.

Appellant. Any participant who
appeals or requests mediation of an
adverse decision of the Agency in
accordance with this subpart. Unless
otherwise specified in this subpart, the
term “appellant’” includes an authorized
representative.

Authorized representative. Any
person, whether or not an attorney, who
has obtained a Privacy Act waiver and
is authorized in writing by a participant
to act for the participant in the appeal
process.

Certified State. A State with a
mediation program, approved by the
Secretary of Agriculture, that meets the
requirements of 7 CFR part 1946,
subpart A, or a successor regulation.

FCIC. The Federal Crop Insurance
Corporation, a wholly owned
Government corporation within USDA.

FSA. The Farm Service Agency, an
agency of USDA, or a successor agency.

FOSD. The Fiscal Operations and
Systems Division established by the
Agency for the purpose of making
determinations of indebtedness of
persons who are insured under
contracts of insurance issued under the
Act.

Mediation. A process in which a
trained, impartial, neutral third party
(the mediator), meets with the disputing
parties, facilitates discussions, and
works with the parties to resolve their
disputes, narrow areas of disagreement,
and improve communication.

NAD. The USDA National Appeals
Division.

Non-certified State. A State that has
either not applied for or has not been
approved by the Secretary of
Agriculture to participate in the USDA
Mediation Program under 7 CFR part
1946, subpart A, or a successor
regulation.

Participant. See the definition in 7
CFR part 11.

RSO. The Regional Service Offices
established by the Agency for the
purpose of providing program and
underwriting services for private
insurance companies reinsured by FCIC
under the Act and for FCIC insurance
contracts delivered through FSA offices.

Reinsured company. A private
insurance company, including its
agents, that has been approved and
reinsured by FCIC to provide insurance
to participants.

Reviewing authority. A person
assigned the responsibility by the
Agency of making a decision on a
request for administrative review
requested by the participant in
accordance with this subpart.

RMA. The Risk Management Agency,
an agency of USDA, or a successor
agency.

Secretary. The Secretary of
Agriculture.

USDA. United States Department of
Agriculture.

§400.91 Applicability.

(a) This subpart applies to adverse
decisions made by personnel of the
Agency with respect to:

(1) Contracts of insurance insured by
FCIC; and

(2) Contracts of insurance of private
insurance companies and reinsured by
FCIC under the provisions of the Act.

(b) This subpart is not applicable to
any decision:

(1) Made by the Agency with respect
to any matter arising under the terms of

the Standard Reinsurance Agreement
with the reinsured company; or

(2) Made by any private insurance
company with respect to any contract of
insurance issued to any producer by the
private insurance company and
reinsured by FCIC under the provisions
of the Act.

(c) With respect to matters identified
in §400.91(a), participants may request
an administrative review, mediation or
appeal of adverse decisions by the
Agency made with respect to:

(1) Denial of participation in a
program;

(2) Compliance with program
requirements;

(3) Issuance of payments or other
program benefits to a participant in a
program; and

(4) Issuance of payments or other
benefits to an individual or entity who
is not a participant in a program.

(d) Only a participant may seek an
administrative review or mediation
under this subpart.

§400.92 Appeals.

Nothing in this subpart prohibits a
participant from filing an appeal of an
adverse decision directly with NAD in
accordance with the provisions of part
11 of this title without requesting
administrative review or mediation
under this subpart. However, if the
participant has timely requested
administrative review or mediation, the
participant may not appeal to NAD until
the adverse decision on such
administrative review or mediation. The
time for appeal to NAD is suspended
from the date of receipt of a request for
administrative review or mediation
until the conclusion of the
administrative review or mediation.

§400.93 Administrative review.

(a) An appellant may seek one
administrative review of an adverse
decision or seek mediation under
§400.94, but not both. If the appellant
elects to seek administrative review,
appellant must file a written request for
administrative review with the
reviewing authority that issued the
adverse decision in accordance with
§400.95. The written request must state
the basis upon which the appellant
relies to show that:

(1) The decision was not proper and
not made in accordance with applicable
program regulations and procedures; or

(2) All material facts were not
properly considered in such decision.

(b) The reviewing authority will issue
a written decision that will not be
subject to further reconsideration by the
Agency.
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§400.94 Mediation.

(a) Appellants have the right to seek
mediation, instead of a administrative
review under §400.93, involving any
adverse decision.

(b) All requests for mediation under
this subpart must be made after issuance
of the adverse decision and before the
appellant has a hearing before a NAD
hearing officer on the adverse decision.

(c) An appellant who chooses
mediation must request mediation not
later than 30 calendar days after the date
written notice of the adverse decision is
mailed or otherwise made known to the
appellant.

(d) An appellant will have the balance
of days remaining in the 30-day period
to appeal to NAD if mediation is
concluded without resolution unless a
new adverse decision is issued as a
result of mediation. Such new adverse
decisions results in a new 30-day period
for appeals to NAD.

(e) An appellant is responsible for
contacting the Certified State Mediation
Program in States where such mediation
program exists. The State mediation
program will make all arrangements for
the mediation process.

(f) An appellant is responsible for
making all necessary contacts to arrange
for mediation in non-certified States or
in certified States that are not currently
offering mediation on specific Agency
issues.

(9) An appellant needing mediation in
States without a certified mediation
program can request mediation by
contacting the RSO, which will provide
the participant with a list of acceptable
mediators.

(h) An appellant may only mediate an
adverse decision once.

(i) If the dispute is not resolved in
mediation,

(1) The adverse decision that was the
subject of the mediation remains in
effect and becomes the adverse decision
that is appealable to NAD or

(2) The adverse decision which may
be modified as a result of the mediation
process becomes the new adverse
decision for appeals to NAD.

§400.95 Time limitations for filing and
responding to requests for administrative
review.

(a) A request for administrative
review of a adverse decision must be
filed within 30 days after the date
written notice of the decision that is the
subject of the request is mailed or
otherwise made available to the
appellant. A request for an
administrative review will be
considered to have been “filed” when
personally delivered in writing to the
appropriate decision maker or when the

properly addressed request, postage
paid, is postmarked. An adverse
decision will become non-reviewable by
the Agency unless a request for
administrative review is timely filed.

(b) A request for administrative
review may be accepted and acted upon
even though it is not filed within the
time prescribed in §400.95(a) if, in the
judgment of the appropriate reviewing
authority, the circumstances warrant
such action.

§400.96 Judicial Review.

(a) A participant must exhaust
administrative remedies before seeking
judicial review of an adverse decision.
This requires the participant to appeal
an Agency adverse decision to NAD in
accordance with 7 CFR part 11.

(b) If the adverse decision involves a
matter determined by the Agency to be
not appealable, the appellant must
request a determination of non-
appealability from the Director of NAD
prior to seeking judicial review.

(c) A participant with a contract of
insurance reinsured by the Agency may
bring suit against the Agency in a
Federal district court after exhaustion of
administrative remedies as provided in
paragraphs (a) and (b) of this section.
Nothing in this section can be construed
to create privity of contract between the
Agency and a participant.

§400.97 Reservations of authority.

(a) Representatives of the Agency may
correct all errors in entering data on
program contracts and other program
documents, and the results of
computations or calculations made
pursuant to the contract.

(b) Nothing contained in this subpart
precludes the Secretary, the Manager of
FCIC, or the Administrator of RMA, or
a designee, from determining at any
time any question arising under the
programs within their respective
authority or from reversing or modifying
any adverse decision.

PART 780—APPEAL REGULATIONS

2. The authority citation for 7 CFR
part 780 continues to read as follows:

Authority: 5 U.S.C. 301; 15 U.S.C. 714b
and 714c; 16 U.S.C. 590h.

3. Amend §780.1 to remove the
definition of “‘Regional Service Office”
and the terms “FCIC” and ‘‘the FCIC
Regional Service Office” in the
definitions of “agency” and “‘final
decision.”

4.1n §780.2:

a. Revise paragraphs (a)(1)(iii) and (iv)
to read as set forth below:

b. Amend paragraph (a)(2) to remove
the initials “FCIC’” wherever they
appear.

c. Remove paragraph (a)(3).
§780.2 Applicability.

a * K *

(1) * % %

(iii) Decisions made by personnel of
FSA with respect to contracts of
insurance insured by FCIC and the
noninsured crop disaster assistance
program;

(iv) Decisions made by personnel of
FSA with respect to contracts of
insurance provided by private insurance
carriers and reinsured by FCIC under
the provisions of the Federal Crop
Insurance Act; and
* * * * *

5. Amend §780.7(b), (c) and (e), to
remove the phrase *‘or the Regional
Service Office” wherever it may appear.

6. Amend §780.11 to remove the
words “FCIC” and “‘the Manager of
FCIC” wherever they may appear.

Signed in Washington, D.C., September 11,
1999.

Kenneth D. Ackerman,

Manager, Federal Crop Insurance
Corporation.

Keith Kelly,

Administrator, Farm Service Agency.

[FR Doc. 99-24819 Filed 9-29-99; 8:45 am]
BILLING CODE 3410-08-P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 130
[Docket No. 97-058-1]
RIN 0579-AA87

Import/Export User Fees

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Proposed rule.

SUMMARY: We propose to change our
user fees for import- and export-related
services that we provide for animals,
animal products, birds, germ plasm,
organisms, and vectors. We propose
increases for fiscal years 2000 through
2004 for standard annual increases in
expenses. We have determined that the
fees must be adjusted annually to reflect
the anticipated cost of providing these
services each year. By publishing the
annual user fee changes in advance,
users can incorporate the fees into their
budget planning. The user fees pay for
the actual cost of providing these
services. We also propose to make some
editorial changes to make the
regulations easier to read and eliminate
duplication.



Federal Register/Vol. 64, No. 189/ Thursday, September 30, 1999/Proposed Rules

52681

DATES: We invite you to comment on
this docket. We will consider all
comments that we receive by November
29, 1999.

ADDRESSES: Please send your comment
and three copies to: Docket No. 97-058—
1, Regulatory Analysis and
Development, PPD, APHIS, Suite 3C03,
4700 River Road, Unit 118, Riverdale,
MD 20737-1238.

Please state that your comment refers to
Docket No. 97-058-1.

You may read any comments that we
receive on this docket in our reading
room. The reading room is located in
room 1141 of the USDA South Building,
14th Street and Independence Avenue,
SW., Washington DC. Normal reading
room hours are 8 a.m. to 4:30 p.m.,
Monday through Friday, except
holidays. To be sure someone is there to
help you, please call (202) 690-2817
before coming.

APHIS documents published in the
Federal Register, and related
information, including the names of
organizations and individuals who have
commented on APHIS rules, are
available on the Internet at http://
www.aphis.usda.gov/ppd/rad/
webrepor.html.

FOR FURTHER INFORMATION CONTACT: For
information concerning services
provided for animals, animal products,
birds, germ plasm, organisms, and
vectors, contact Dr. Gary Colgrove, Chief
Staff Veterinarian, National Center for
Import and Export, VS, APHIS, 4700
River Road Unit 38, Riverdale, MD
20737-1231; (301) 734-8364; or e-mail:
Gary.S.Colgrove@usda.gov.

For information concerning program
operations, contact Ms. Louise Lothery,
Director, Management Support Staff,
VS, APHIS, 4700 River Road Unit 44,
Riverdale, MD 20737-1231; (301) 734—
7517; or e-mail:
Louise.R.Lothery@usda.gov.

For information concerning user fees
or rate development, contact Ms. Donna
Ford, Section Head, Financial Systems
and Services Branch, BASE, APHIS,
4700 River Road Unit 54, Riverdale, MD
20737-1232; (301) 734-8351; or e-mail:
Donna.J.Ford@usda.gov.

SUPPLEMENTARY INFORMATION:
Background

The regulations in 9 CFR part 130
(referred to below as the *‘regulations”)
list user fees for import- and export-
related services provided by the Animal
and Plant Health Inspection Service
(APHIS) for animals, animal products,
birds, germ plasm, organisms, and
vectors. We propose to amend the user
fees for these import- and export-related
services to reflect the increased cost of

service and to include additional cost
components.

These user fees are authorized by
section 2509(c)(1) of the Food,
Agriculture, Conservation, and Trade
Act of 1990, as amended (21 U.S.C.
136a). APHIS is authorized to establish
and collect fees that will cover the cost
of providing import- and export-related
services for animals, animal products,
birds, germ plasm, organisms, and
vectors.

Since fiscal year (FY) 1992, APHIS
has received no directly appropriated
funds to provide import- and export-
related services for animals, animal
products, birds, germ plasm, organisms,
and vectors. Our ability to provide these
services depends on user fees. We
change our user fees through the
standard rulemaking process of
publishing the proposed changes for
public comment in the Federal Register,
considering the comments, publishing
the final changes in the Federal
Register, and making the new user fees
effective 30 days after the final rule is
published. This rulemaking process can
be lengthy. As a result, our user fees
may not reflect our current cost of
providing services. Since implementing
these user fees in 1992, we have only
adjusted them four times. While a few
user fees were adjusted as recently as
1998, most of the user fees have not
been adjusted since 1996.

For our user fees to cover our costs so
that we can continue to provide services
and to inform our customers of user fees
in time for advance planning, we
propose to set user fees for our services
in advance for fiscal years 2000 through
2004. The proposed user fees are based
on our costs of providing import- and
export-related services in FY 1999, plus
anticipated annual increases in the
salaries of employees who provide the
services, plus adjustments for inflation.
We used estimated pay increases of 4.4
percent for FY 2000 and 3.9 percent for
FY 2001 through FY 2004 published by
the U.S. Treasury Department to
calculate increases in the direct labor
costs each year. We estimated inflation
at 2.3 percent a year based on the
Consumer Price Index (CPI). The
estimated CPI is published in the
Economic Assumptions table of the
Budget for the U.S. Government each
year.

We propose to list the user fees for
fiscal years 2000 through 2004 in the
regulations. We also plan to publish a
notice in the Federal Register prior to
the beginning of each fiscal year to
remind or notify the public of the user
fees for that particular fiscal year. We
would continue to charge the user fees
proposed for fiscal year 2004 until new

user fees are in effect. Therefore, the
user fee tables in this document do not
specify an end date for user fees that
would become effective on October 1,
2003 (the beginning of fiscal year 2004).

User Fee Components

We calculated our user fees to cover
the full cost of providing the services for
which we charge the fee. The cost of
providing a service includes direct labor
and direct material costs. It also
includes administrative support, agency
overhead, and departmental charges.

Direct labor costs are the costs of
employee time spent specifically to
provide the service. For example, at
APHIS’s Animal Import Centers, animal
caretakers and veterinarians prepare for
the arrival of animals or birds to be
guarantined in the Center, care for them
(feed, water, clean cages or stalls) while
they are quarantined, observe them
while they are quarantined, release
them from quarantine, and clean the
guarantine area afterwards. If the service
is inspecting an animal, the direct labor
costs include the time spent by the
inspector to conduct the inspection.
Direct labor costs vary with the type of
service provided.

Direct material costs include the cost
of any materials needed to supply the
service. For example, among other
things, animals in quarantine need feed,
water, bedding, disinfectants, and
medicine. Direct material costs are
different for different services.

Administrative support costs include
local clerical and administrative
activities; indirect labor hours; travel
and transportation for personnel,
supplies, equipment, and other
necessary items; training; general office
supplies; rent; equipment capitalization;
billings and collections expenses;
utilities; chemicals and glassware; and
contractual services. Indirect labor
hours include supervision of personnel
and time spent doing work that is not
directly connected with the service but
which is nonetheless necessary, such as
repairing equipment. Rent is the cost of
using the space we need to perform
import- or export-related work. If space
is used for import- or export-related
work and other Agency work, only that
portion of the costs associated with the
import- or export-related work is
included in the user fees. Equipment
capitalization is the cost per year to
replace equipment. We determine this
by establishing the life expectancy, in
years, of equipment we use to provide
a service and by establishing the cost to
replace the equipment at the end of its
useful life. We subtract any money we
anticipate receiving for selling used
equipment. Then we divide the
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resulting amount by the life expectancy
of the equipment. The result is the
annual cost to replace equipment.
Billing costs are the costs of managing
user fee accounts for our customers who
wish to receive monthly invoices for the
services they receive from APHIS.
Collections expenses include the costs
of managing customer payments and
accurately reflecting those payments in
our accounting system. Utilities include
water, telephone, electricity, gas,
heating and oil. Contractual services
include security service, maintenance,
trash pickup, etc. The type, amount, and
cost of administrative support vary with
the type of service provided.

Agency overhead is the pro-rata share,
attributable to a particular service, of the
agency’s management and support costs.
Management and support costs include
the costs of providing budget and
accounting services, regulatory services,
investigative and enforcement services,
debt-management services, personnel
services, public information services,
legal services, liaison with Congress,
and other general program and agency
management services provided above
the local level.

Departmental charges are APHIS’s
share, expressed as a percentage of the
total cost, of services provided centrally
by the Department of Agriculture
(Department). Services the Department
provides centrally include the Federal
Telephone Service; mail; National
Finance Center processing of payroll,
and other money management;
unemployment compensation; Office of
Workers Compensation Programs; and
central supply for storing and issuing
commonly used supplies and
Department forms. The Department
notifies APHIS how much the agency
owes for these services. We have
included a pro-rata share of these
departmental charges, as attributable to
a particular service, in our fee
calculations.

We have added an amount that would
provide for a reasonable balance, or
reserve, in the Veterinary Services user
fee account. We have determined that a

reasonable reserve would be
approximately 25 percent of the annual
cost of the Import/Export Program. All
user fees will contribute to the reserve
proportionately. The reserve would
ensure that we have sufficient operating
funds in cases of bad debt, customer
insolvency, and fluctuations in activity
volumes. We intend to monitor the
balance closely and propose
adjustments in our fees as necessary to
ensure a reasonable balance.

An outline of the basic process is
shown below. The actual components,
guantities, and costs used to calculate
the fee are different for each service.
The basic steps in the calculation, for
each particular service, are:

1. Determine the following costs:
direct labor;

direct material;

pro-rata share of administrative

support;

pro-rata share of agency overhead;

pro-rata share of Departmental

charges; and

pro-rata share of reserve;

2. Add all costs; and

3. Round up to the next $0.25 for all fees
less than $10 or round up or down
to the nearest $1 for all fees greater
than $10.

The result of these calculations is the
total cost to provide a particular service
one time.

As is the case with all APHIS user
fees, we intend to review, at least
annually, activities, programs, and fee
assumptions for the user fees proposed
in this document. We will publish any
necessary adjustments in the Federal
Register.

Hourly Rate User Fees and Minimum
Fees for Import and Export Veterinary
Services

Several sections of the regulations
contain hourly and premium hourly
rates for import- and export-related
service we provide. Section 130.5 of the
regulations lists the hourly and
premium hourly rate user fees that we
provide for animals quarantined in
privately owned quarantine facilities.
Section 130.9 of the regulations lists the

hourly and premium hourly rate fees for
miscellaneous import or entry services.
Section 130.21 of the regulations lists
the hourly and premium hourly rate
user fees charged for inspection and
supervision services we provide within
the United States for the export of
animals, birds, and animal products.
Sections 130.3 and 130.10 also, contain
hourly rate user fees for services we
provide in connection with animals
quarantined at APHIS Animal Import
Centers and pet birds quarantined at
APHIS-owned or supervised quarantine
facilities, respectively.

In each case, the same hourly and
premium hourly rate user fee applies.
Therefore, we propose to consolidate all
the hourly and premium hourly rate
user fees for import and export services
into one new section §130.30. We
believe this reorganization would make
the hourly and premium hourly rates
easier for our customers to locate and
eliminate duplication.

Sections 130.3, 130.5, 130.6, 130.7,
130.9, 130.10, and 130.21 all list a
minimum user fee. This minimum fee
ensures our basic costs are always
covered. In §8130.3, 130.5, 130.9,
130.10, and 130.21, the minimum user
fee applies to the hourly and premium
hourly rate user fee. In §8130.6 and
130.7, the minimum user fee covers the
cost of handling unusually small
importations at ports of entry. In each
case, the same minimum user fee
applies. Therefore, we propose to list
the minimum user fee in newly
proposed § 130.30 and eliminate
duplication.

The table below shows the proposed
hourly rate, premium hourly rate, and
minimum user fees for fiscal years
2000-2004. As explained above, the
proposed user fees are based on FY 1999
costs and include direct labor costs
adjusted by 4.4 percent for FY 2000 and
3.9 percent for FY 2001 through 2004 to
cover increases in employee pay, and
adjustments for inflation at 2.3 percent
each year. The percentage changes in
the user fees from one fiscal year to the
next vary based on rounding.

HOURLY USER FEES (PROPOSED §130.30)

Current user

Hourly user fee

fee Oct. 1, 1999- | Oct. 1, 2000— | Oct. 1, 2001- | Oct. 1, 2002— | Beginning Oct.
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 1, 2003
Hourly rate:
Per hour ... $56.00 $76.00 $76.00 $80.00 $84.00 $84.00
Per quarter hour ................. 14.00 19.00 19.00 20.00 21.00 21.00
Per service minimum fee .... 16.50 22.00 23.00 24.00 24.00 25.00

Overtime rates (Outside the emplo

yee's normal tour of duty)

Premium hourly rate Monday through
Saturday and holidays:
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Current user

Hourly user fee

fee Oct. 1, 1999- | Oct. 1, 2000— | Oct. 1, 2001- | Oct. 1, 2002— | Beginning Oct.
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 1, 2003
Per hour ......cccccvvieiiiiicieccee 65.00 88.00 88.00 92.00 96.00 100.00
Per quarter hour ..........cccocevniinieene 16.25 22.00 22.00 23.00 24.00 25.00
Premium hourly rate for Sundays:
Per hour ... 74.00 100.00 104.00 104.00 108.00 112.00
Per quarter hour ..........cccoceeviiieennnnn. 18.50 25.00 26.00 26.00 27.00 28.00

User Fees for Animals in APHIS
Animal Import Centers (9 CFR 130.2)

Section 130.2 lists user fees charged
for services we provide for animals
quarantined in APHIS Animal Import
Centers.

We charge a daily user fee for each
animal quarantined in an Animal
Importer Center. Different user fees

reflect the varying costs of quarantining

different animals. The user fee for each

category of animal includes water,
standard feed, housing, care, and

handling. A separate user fee applies for

birds or poultry that require
nonstandard feed, housing, care, or

handling.

The tables below list the proposed

user fees for animal and bird quarantine
services for fiscal year 2000 through

2004. As explained above, the proposed
user fees are based on FY 1999 costs and
include direct labor costs adjusted by

4.4 percent for FY 2000 and 3.9 percent

for FY 2001 through 2004 to cover
increases in employee pay, and
adjustments for inflation at 2.3 percent
each year. The percentage changes in

the user fees from one fiscal year to the

next vary based on rounding.

USER FEES FOR INDIVIDUAL ANIMALS AND CERTAIN BIRDS QUARANTINED IN APHIS ANIMAL IMPORT CENTERS (§ 130.2(a))

c Daily user fee
: : urrent user
Animal or bird fee Oct. 1, 1999— | Oct. 1, 2000- | Oct. 1, 2001~ | Oct. 1, 2002— | Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | Oct. 1, 2003
Birds (excluding ratites and pet birds im-
ported in accordance with Part 93 of
this subchapter):
0-250 grams .......cceevrveveerreeieeneneenns $1.00 $1.50 $1,50 $1.50 $1.50 $1.75
251-1,000 grams ... 3.25 5.00 5.25 5.25 5.50 5.75
Over 1,000 grams 7.50 12.00 12.00 13.00 13.00 13.00
Domestic or zoo animals (excluding
equines, birds, and poultry):
Bison, bulls, camels, cattle, or zoo
anNiMals ....ooovvevierinece 56.50 93.00 95.00 97.00 100.00 102.00
All other, including, but not limited to
alpacas, llamas, goats, sheep,
and SWINE ....ccevverreiereriee e 15.00 24.00 25.00 26.00 26.00 27.00
Equines (including zoo equines, but ex-
cluding miniature horses):
1st through 3rd day (fee per day) .... 149.50 245.00 251.00 257.00 264.00 270.00
4th through 7th day (fee per day) .... 108.25 177.00 182.00 186.00 191.00 195.00
8th and subsequent days (fee per
daY) e 91.75 150.00 154.00 158.00 162.00 166.00
Miniature horses ........cccccevvveiiicniiicnen 40.25 56.00 57.00 58.00 60.00 61.00
Poultry (including zoo poultry):
Doves, Pigeons, and quail ................ 2.00 3.00 3.25 3.25 3.25 3.50
Chickens, ducks, grouse, guinea
fowl, partridges, pea fowl, and
pheasants .........ccccoeveviieeiiiieenins 3.50 5.75 6.00 6.00 6.26 6.25
Large poultry and large waterfowl,
including, but not limited to game
cocks, geese, swans, and turkeys 8.25 13.00 14.00 14.00 14.00 15.00
Ratites:
Chicks (less than 3 months old) ....... 5.75 8.50 8.75 9.00 9.00 9.25
Juveniles (3 months through 10
months old) ......ccccvveviiiiicieen 8.00 13.00 13.00 13.00 14.00 14.00
Adults (11 months old and older) ..... 16.25 24.00 25.00 26.00 26.00 27.00
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USER FEES FOR BIRDS OR POULTRY QUARANTINED IN APHIS ANIMAL IMPORT CENTERS AND HOUSED IN NONSTANDARD
HOUSING OR RECEIVING NONSTANDARD CARE AND HANDLING (8 130.2(b))

Daily user fee
Bird or poultry (nonstandard housing, Current user
care, or handling) fee Oct. 1, 1999- | Oct. 1, 2000- | Oct. 1, 2001- | Oct. 1, 2002— Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | Oct. 1, 2003

Birds 0-250 grams and doves, pigeons,

and quail ... $3.25 $5.00 $5.25 $5.25 $5.50 $5.75
Birds 251-1,000 grams and poultry such

as chickens, ducks, grouse, guinea

fowl, partridge, pea fowl, and pheas-

ANES oo 7.50 12.00 12.00 13.00 13.00 13.00
Birds over 1,000 grams and large poultry

and large waterfowl, including, but not

limited to game cocks, geese, swans,

and tUrKEYS ......cocvevviiiieiieei e 14.00 23.00 24.00 24.00 25.00 25.00

User Fees for Exclusive Use of Space at
APHIS Animal Import Centers (§ 130.3)

Section 130.3 lists user fees charged
with an importer uses an entire
gquarantine building at an Animal
Import Center. If the space is available
and the importer has enough animals to
fill one of the full building spaces, then
a single user fee applies. Depending
upon the number and type of animals in
the importation, the single user fee for
the entire building may be less than the
total user fee that would have been
charged per animal under §130.2

Section 130.3 of the regulations lists
the location of the spaces, the square
footage of those spaces, and the user
fees for exclusive use of those spaces.
The fees in §130.3 cover all costs of the
quarantine except feed. The importer
either provides the fee or pays for it on
an actual cost basis, including the cost
of delivery.

The table in §130.3 currently lists the
user fees for the exclusive use of the
Miami, FL, and Newburgh, NY, Animal
Import Centers. The Miami Animal
Import Center is not being used as an
exclusive use quarantine facility. We do
not anticipate any requests for the
exclusive use of space at the Miami
Animal Import Center. Therefore, we
propose to remove user fees for the
exclusive use of the Miami Animal
Import Center from the listing in
§130.3. The spaces at Newburgh, NY,
would continue to be available for
exclusive use.

The importer determines the species,
sizes, and ages of the animals or birds
in the importation, calls for a
reservation, and requests the use of an
entire building. At that time we
determine, and inform the importer of,
the maximum number of animals and
birds we would permit. We limit the
number of animals or birds to the

maximum number which can be cared
for without jeopardizing their health. In
determining the maximum number, the
veterinarian in charge of the Animal
Import Center considers the species,
size and age of the animals, animal
husbandry needs, sanitation, ability to
conduct tests, inspections, and support
procedures.

The table below lists the proposed
user fees for the exclusive use of space
at APHIS Animal Import Centers for
fiscal years 2000—2004. As explained
above, the proposed user fees are based
on FY 1999 costs and include direct
labor cost adjusted by 4.4 percent for FY
2000 and 3.9 percent for FY 2001
through 2004 to cover increases in
employee pay, and adjustments for
inflation at 2.3 percent each year. The
percentage changes in the user fees from
one fiscal year to the next vary based on
rounding.

USER FEES FOR EXCLUSIVE USE OF SPACE FOR ANIMALS QUARANTINED IN APHIS ANIMAL IMPORT CENTERS (§130.3)

c Monthly user fee
. : urrent user
Animal import center fee Oct. 1, 1999— | Oct. 1, 2000- | Oct. 1, 2001~ | Oct. 1, 2002— | Beginning Oct.
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 1, 2003
Newburgh, NY:
Space A 5,396 sqg. ft. (503.1 sq.
(1019 R PRRPRR $43,102 $53,037 $54,523 $56,054 $57,630 $59,254
Space B 8,903 sq. ft. (827.1 sq.
(1019 PP UUPRRTPR 71,118 87,508 89,959 92,484 95,085 97,764
Space C 905 sqg. ft. (84.1 sq.
L1115 TR 7,229 8,895 9,144 9,401 9,666 9,938

User Fees for Inspection of Animals at
Ports of Entry

Sections 130.6 and 130.7 list user fees
we charge for inspecting animals
imported into the United States. We
inspect the animals to minimize the risk

that they could introduce a foreign
animal disease into the United States.

animals are handled individually or as
a group. The user fees vary with the

We provide inspection services at U.S.

border ports, airports, and ocean ports.
We charge the user fee per animal or

per load, depending on whether the

location and type of animal. Different
types of animals require different
amounts and types of services. User fees
for services at the United States-Mexico
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border are listed in §130.6. User fees for
services at other ports of entry are listed
in §130.7.

The tables below list the proposed
user fees for inspection of animals at
ports of entry for fiscal years 2000—2004.

As explained above, the proposed user
fees are based on FY 1999 costs and
include direct labor costs adjusted by
4.4 percent for FY 2000 and 3.9 percent
for FY 2001 through 2004 to cover

increases in employee pay, and
adjustments for inflation at 2.3 percent
each year. The percentage changes in
the user fees from one fiscal year to the
next vary based on rounding.

USER FEES FOR INSPECTION OF ANIMALS AT LAND BORDER PORTS ALONG THE UNITED STATES-MEXICO BORDER
(§ 130.6(a))

Per head user fee
. . Current user

Type of live animal fee Oct. 1, 1999— | Oct. 1, 2000— | Oct. 1, 2001~ | Oct. 1, 2002— | Beginning Oc-

Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | tober 1, 2003

Any ruminants not listed below ................ $6.00 $8.00 $8.25 $8.50 $8.75 $9.00
Feeder ... 1.75 2.25 2.25 2.25 2.50 2.50
Horses, other than slaughter ... 29.25 39.00 41.00 42.00 43.00 44.00
In-bond or in-transit .................. 3.75 5.25 5.25 5.50 5.50 5.75
Slaughter ... 2.50 3.50 3.50 3.50 3.75 3.75

USER FEES FOR INSPECTION OF ANIMALS AT LAND BORDER PORTS AT ALL OTHER PORTS OF ENTRY (§ 130.7(a))

User fee
Type of live animal Unit Curr(?gé user Oct. 1, Oct. 1, Oct. 1, Oct. 1, Beginnin
1999-Sept. | 2000-Sept. | 2001-Sept. | 2002-Sept. | or 5003
30, 2000 30, 2001 30, 2002 30, 2003 n
Animals being imported into the United States
Breeding animals (grade animals, ex-
cept horses):
Sheep and goats ........cccceeveevrerennne per head ...... $0.50 $0.50 $0.50 $0.50 $0.50 $0.50
Swine 0.50 0.75 0.75 0.75 0.75 0.75
All Others ... per head ...... 2.25 3.00 3.00 3.25 3.25 3.25
Feeder animals:
Cattle (not including calves) ............ per head ...... $1.00 $1.50 $1.50 $1.50 $1.50 $1.50
Sheep and calves per head ...... 0.25 0.50 0.50 0.50 0.50 0.50
SWINE .ooiiiiiiiiiie e per head ...... 0.25 0.25 0.25 0.25 0.25 0.25
Horses, other than slaughter and | per head ...... 19.00 25.00 26.00 27.00 28.00 29.00
in-transit.
Poultry (including eggs), imported | per load ....... 33.00 44.00 46.00 47.00 48.00 50.00
for any purpose.
Registered animals, all types .......... per head ...... 4.00 5.25 5.50 5.50 5.75 6.00
Slaughter animals, all types ............ per load ....... 16.50 22.00 23.00 24.00 24.00 25.00
Animals transiting? the United States
Cattle oo per head ...... 1.00 1.25 1.25 1.50 1.50 1.50
Horses and all other animals ................. per head ...... 4.50 6.00 6.25 6.50 6.75 6.75
Sheep and goats ..........ccceceeevverniiiieennne. per head ...... 0.25 0.25 0.25 0.25 0.25 0.25
SWINE .oiiiiiii e per head ...... 0.25 0.25 0.25 0.25 0.25 0.25

1The user fee in this section will be charged for in-transit authorizations at the port where the authorization services are performed. For addi-
tional services provided by APHIS, at any port, the hourly user fee rate in §2130.30 will apply.

User Fees for Other Services (§ 130.8) animals, animals products, birds, germ
plasm, organisms, and vectors.
The table below lists the proposed

user fees for these services for fiscal

adjusted by 4.4 percent for FY 2000 and
3.9 percent for FY 2001 through 2004 to
cover increases in employee pay, and
adjustments for inflation at 2.3 percent
years 2000-2004. As explained above, each year. The percentage changes in
the proposed user fees are based on FY  the user fees from one fiscal year to the
1999 costs and include direct labor costs next vary based on rounding.

USER FEES FOR OTHER SERVICES (§130.8(a))

Section 130.8 lists the user fees we
charge for a variety of other services we
provide related to the importation into
or exportation from the United States of

User fee
: . Current user
Service Unit fee Oct. 1, 1999— | Oct. 1, 2000— | Oct. 1, 2001— | Oct. 1, 2002— | Beginning Oct.
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 1, 2003
Embryo collection center inspection and approval (all inspec- | per year ............c.ccccoeuee. $278.50 $337.00 $347.00 $358.00 $369.00 $380.00
tions required during the year for facility approval).
Germ plasm being exported: 1
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USER FEES FOR OTHER SERVICES (8 130.8(a))—Continued

c User fee
: . urrent user
Service Unit fee Oct. 1, 1999— | Oct. 1, 2000— | Oct. 1, 2001— | Oct. 1, 2002— | Beginning Oct.
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 1, 2003
Embryo:
UpP t0 5 dONOK PAIIS ..o per certificate .................. 54.75 74.00 76.00 79.00 81.00 83.00
Each additional group of donor pairs, up to 5 pairs | per group of donor pairs 24.75 33.00 34.00 35.00 36.00 37.00
per group, on the same certificate.
SEMEN it per certificate .................. 33.50 45.00 46.00 48.00 49.00 51.00
Germ plasm being imported:2
EMDIYO oottt per load 39.50 54.00 55.00 57.00 58.00 60.00
Semen ... per load 39.50 54.00 55.00 57.00 58.00 60.00
Import compliance assistance:
Simple (2 hours or less) ....... per release . 51.25 62.00 64.00 66.00 68.00 70.00
Complicated (more than 2 ho per release 131.75 159.00 164.00 169.00 174.00 180.00
Inspection for approval of slaughter es
Initial approval (all inspections) ... per year 246.50 332.00 342.00 352.00 362.00 373.00
Renewal (all inspections) ......... .. | per year 213.50 288.00 296.00 305.00 314.00 323.00
Inspection of approved establishments, warehouses, and fa-
cilities under 9 CFR parts 94 through 96:
Approval (compliance agreement) (all inspections for first | per year .........cccocoeeveeeene 262.75 354.00 365.00 375.00 386.00 398.00
year of 3-year approval).
Renewed approval (all inspections for second and third | per year ...........ccccccoeoeu. 152.00 205.00 211.00 217.00 223.00 230.00
years of 3-year approval).
Pet birds (except pet birds of U.S. origin entering the United
States from Canada):
Which have been out of the United States more than 60 169.75 229.00 236.00 243.00 250.00 257.00
days.
Which have been out of the United States 60 days or 71.25 96.00 99.00 102.00 105.00 108.00
less.
Processing VS form 16-3, “Application for permit to Import
Controlled Material/Import or Transport Organisms or Vec-
tors”:
For permit to import fetal bovine serum when facility in- | per application ................ 208.50 275.00 283.00 292.00 300.00 309.00
spection is required.
For all other permits per application ................ 27.50 35.00 36.00 37.00 38.00 39.00
Amended application per amended application 11.50 14.00 15.00 15.00 16.00 16.00
Application renewal per application ................ 15.00 19.00 19.00 20.00 21.00 21.00
Release from export agricultural hold:
Simple (2 hours or less) per release 51.25 62.00 64.00 66.00 68.00 70.00
Complicated (more than 2 hours) per release 131.75 159.00 164.00 169.00 174.00 180.00

1This user fee includes a single inspection and resealing of the container at the APHIS employee’s regular tour of duty station or at a limited port. For each subsequent inspection and reseal-

ing required, the hourly user fee in §130.30 will apply.2

2For inspection of empty containers being imported into the United States, the hourly user fee in §130.30 will apply, unless a user fee has been assessed under 7 CFR part 354.3.

User Fees for Pet Birds (§130.10)

Section 130.10 lists user fees charged
for services we provide for pet birds that
must be quarantined in an APHIS
owned or supervised quarantine facility.

In accordance with 9 CFR part 93, pet
birds are normally quarantined for 30
days. We charge a daily user fee. The
user fee applies per isolette and varies
based on the number of pet birds in the
isolette. That is, all the birds

quarantined in one isolette are covered
by one fee, which is assessed daily for
the duration of the quarantine.

This user fee recovers all costs of
feeding, housing, handling, and caring
for the birds. The user fee does not

recover the costs of testing the birds, for

which separate user fees apply.
The table below lists the proposed
user fees for pet birds quarantined in

APHIS owned or supervised quarantine

facilities for fiscal years 2000-2004. As
explained above, the proposed user fees
are based on FY 1999 costs and include
direct labor costs adjusted by 4.4
percent for FY 2000 and 3.9 percent for
FY 2001 through 2004 to cover increases
in employee pay, and adjustments for
inflation at 2.3 percent each year. The
percentage changes in the user fees from
one fiscal year to the next vary based on
rounding.

USER FEES FOR PET BIRDS QUARANTINED IN APHIS OWNED OR SUPERVISED QUARANTINE FACILITIES (§ 130.10)

Daily user fee

Number of birds in isolette Currentuser | Oct 1,1999- | Oct. 1,2000- | Oct 1,2001- | Oct 1,2002- | Beginning
fee Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | Oct. 1, 2003
L oo $6.50 $8.25 $8.50 $8.75 $9.00 $9.25
7.75 10.00 10.00 11.00 11.00 11.00
5 9.28 12.00 12.00 13.00 13.00 13.00
4. 10.75 14.00 14.00 15.00 15.00 15.00
5O MOME oo 12.00 16.00 16.00 17.00 17.00 18.00

User Fees for Endorsing Export
Certificates (§ 130.20)

Section 130.20 lists user fees we
charge for endorsing certificates for
animals or animal products exported
from the United States. The importing
countries often require these certificates
to show that an animal has tested

negative to specific animal diseases or
that an animal or animal product has
not been exposed to specific animal
diseases.

These user fees are intended to cover
all of the costs associated with
endorsing the certificates. The steps
associated with endorsing an export

certificate may include reviewing
supporting documentation; confirming
that the importing country’s
requirements have been met; verifying
laboratory test results for each animal if

tests are required; reviewing any

certification statements required by the
importing country; and endorsing, or
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signing, the certificates. Because
importing countries often require these
certificates for animals, animal
products, and other products, we are
proposing to change the references in
the regulations from “export health
certificates” to “‘export certificates.”

The tables below list the proposed
user fees for endorsing these certificates
for fiscal years 2000-2004. As explained
above, the proposed user fees are based
on FY 1999 costs and include direct
labor costs adjusted by 4.4 percent for
FY 2000 and 3.9 percent for FY 2001

through 2004 to cover increases in
employee pay, and adjustments for
inflation at 2.3 percent each year. The
percentage changes in the user fees from
one fiscal year to the next vary based on
rounding.

USER FEES FOR ENDORSING EXPORT CERTIFICATES (8§ 130.20(a))

User fee
i : Current user
Certificate categories fee Oct. 1, 1999— | Oct. 1, 2000~ | Oct. 1, 2001— | Oct. 1, 2002— | Beginning Oct.
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 1, 2003

Animal products .........cccceeveeiieenienieen. $21.50 $29.00 $30.00 $30.00 $31.00 $32.00
Hatching €ggs .......cccoevvevviineeniennns 21.00 27.00 28.00 28.00 29.00 30.00
Nonslaughter horses to Canada ....... 26.25 34.00 35.00 36.00 37.00 38.00
Poultry (including slaughter poultry) ........ 21.00 27.00 28.00 28.00 29.00 30.00

Slaughter animals, of any type, moving
to Canada or MexiCO ........cccevrriueeninenne 24.50 31.00 32.00 33.00 34.00 35.00
Other endorsements or certifications ....... 16.50 21.00 22.00 22.00 23.00 24.00

USER FEES FOR ENDORSING EXPORT CERTIFICATES WHEN THE

IMPORTING COUNTRY REQUIRES TESTS (8 130.20(b)(1))

Number of tests or vaccinations and User fee
Number of animals or birds on the certifi- Current user L
cate fee Oct. 1, 1999- | Oct. 1, 2000- | Oct. 1, 2001- | Oct. 1, 2002— | Beginning Oct.
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 , 2003

1-2 tests or vaccinations:

First animal ........ccccccvvvvvvvviviieiiieeiienns $52.50 $68.00 $70.00 $72.00 $74.00 $76.00

Each additional animal ..................... 3.00 4.00 4.00 4.00 4.25 4.25
3-6 tests or vaccinations:

First animal ........cccceeviveeiiie e 64.75 84.00 86.00 88.00 91.00 94.00

Each additional animal ..................... 5.00 6.50 6.75 7.00 7.00 7.25
7 or more tests or vaccinations:

First animal ........ccccccvvvvvvvviviieiiieeiienns 75.75 98.00 100.00 103.00 106.00 109.00

Each additional animal ..................... 6.00 7.75 8.00 8.25 8.25 8.50

Executive Order 12866 and Regulatory
Flexibility Act

This proposed rule has been reviewed
under Executive Order 12866. The rule
has been determined to be significant
for the purposes of Executive Order
12866 and, therefore, has been reviewed
by the Office of Management and
Budget.

Below is a summary of the economic
analysis for the changes in APHIS user
fees proposed in this document. The
economic analysis provides a cost-
benefit analysis as required by
Executive Order 12866 and an analysis
of the potential economic effects on
small entities as required by the
Regulatory Flexibility Act. A copy of the
full economic analysis, which includes
comparisons of the change in
collections for each user fee, is available
for review at the location listed in the
ADDRESSES section at the beginning of
this document.

We do not have enough data for a
comprehensive analysis of the economic
effects of this proposed rule on small
entities. Therefore, in accordance with 5
U.S.C. 603, we have performed an Initial

Regulatory Flexibility Analysis for this
proposed rule. We are inviting
comments about this proposed rule as it
relates to small entities. In particular,
we are interested in determining the
number and kind of small entities who
may incur benefits or costs from
implementation of this proposed rule
and the economic impact of those
benefits or costs.

These user fees are authorized by
section 2509(c)(1) of the Food,
Agriculture, Conservation, and Trade
Act of 1990, as amended (21 U.S.C.
136a). APHIS is authorized to establish
and collect fees that will cover the cost
of providing import- and export-related
services for animals, animal products,
birds, germ plasm, organisms, and
vectors.

Since FY 1992, APHIS has received
no directly appropriated funds to
provide import- and export-related
services for animals, animal products,
birds, germ plasm, organisms, and
vectors. Our ability to provide these
services depends on user fees. We
change our user fees through the
standard rulemaking process of
publishing the proposed changes for

public comment in the Federal Register,
considering the comments, publishing
the final changes in the Federal
Register, and making the new user fees
effective 30 days after the final rule is
published. This rulemaking process can
be lengthy. As a result, our user fees
may not reflect our current cost of
providing services.

For our user fees to cover our costs so
that we can continue to provide services
and to inform our customers of user fees
in time for advance planning, we
propose to set user fees for our services
in advance for fiscal years 2000 through
2004. The proposed user fees are based
on our costs of providing import- and
export-related services in FY 1999, plus
anticipated annual increases in the
salaries of employees who provide the
services, plus adjustments for inflation.
We used estimated pay increases of 4.4
percent for FY 2000 and 3.9 percent for
FY 2001 through FY 2004 published by
the U.S. Treasury Department to
calculate increases in the direct labor
costs each year. We estimated inflation
at 2.3 percent a year based on the
Consumer Price Index (CPI). The
estimated CPI is published in the
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Economic Assumptions table of the
Budget for the U.S. Government each
year.

Since the rulemaking process can be
lengthy, it is difficult to estimate when
proposed user fee changes may become
effective. For analysis purposes, we
based projected collections on

calculations using an estimated effective
date of April 1, 2000 for the proposed
FY 2000 user fees. Our goal is to
implement the proposed user fees in a
timely fashion. In the final rule, we will
show revised projections of user fee
collections based on the effective date of
the proposed user fees.

The following summary table shows
annual expenses for providing import-
and export-related services, current
collections, increases in collections
from the proposed user fee changes, and
projected reserve amounts.

Estimated Total FY
Calendar dates current FY 20002 FY 2001 FY 2002 FY 2003 FY 2004 2000
annual 1 FY 2004
Operating reserve, start of year ............... $382,142 $382,142 $0 | $1,083,957 | $2,040,005 3,072,364 | oovvieieein,
Annual income:
Current collections 3 11,940,080 | 11,940,080 | 11,940,080 | 11,940,080 | 11,940,080 | 11,940,080 | 71,640,480
Proposed collections 0 2,303,817 5,005,404 5,391,637 5,999,739 6,451,365 25,151,962
Total incOMe ......cccovvveeeeeeeiiiinns 11,940,080 14,243,897 16,945,484 17,331,717 17,939,819 18,391,445 96,792,442
Annual eXpenses? ........ccccoeeeeeeninenns 11,940,080 | 14,626,039 | 15,861,527 | 16,375,669 | 16,907,460 | 17,457,533 | 93,168,308
Income, less expenses .... 0 (382,142) 1,083,957 956,048 1,032,359 933,912
Operating reserve, end of year 382,142 0 1,083,957 2,040,005 3,072,364 4,006,276
Months (N0.) «ovevieiiiieeeeeeec 0.00 0.00 0.82 1.49 2.18 2.75

1Current annual estimates are based on FY 1998.

2FY 2000 estimates are based on an estimated implementation date for the proposed user fees of April 1, 2000. When the estimated imple-
mentation date changes, we will recalculate the projections using that date.

3 Projections for FY 2000—2004 are based on FY 1998 volumes. When FY 1999 volumes are available, we will recalculate the projections
using FY 1999 volumes. Increases in volumes in the outyears would increase income and expenses proportionately.

4The annual expenses shown in the table in the estimated current annual column and in the FY 2000 column reflect expenses constrained by
income from user fee collections. Our user fees are not high enough to provide the level of service delivery requested for import- and export-re-
lated activities. Our current user fees are approximately $2.5 million below the performance level of services requested. Even with the proposed
user fee increases, using an estimated effective date of April 1, 2000 for the proposed FY 2000 user fees, we anticipate that in FY 2000 our user
fee collections would be over $1 million below the level of anticipated service requests. To constrain expenses down to equal income, we would
be required to restrict services until user fee increases can be implemented. Adoption of the proposed user fees would allow us to meet cus-
tomer demand and build an adequate reserve. Therefore, once implemented, service restrictions would no longer be required.

Effects on Small Entities

Proposed user fee changes could
affect some importers and exporters of
live animals, animal products, birds,
germ plasm, organisms, and vectors.
Any of these importers or exporters
whose annual sales total less than $5
million is a small entity according to the
Small Business Administration (SBA).
We do not have adequate information to
determine the number of entities who
import or export live animals and
qualify as a small entity. Data from the
1995 Bureau of Census indicates that
the majority of agricultural entities who
deal in less valuable animals, such as
feeding or slaughter animals, can be
considered small. This may not be the
case for entities dealing exclusively in
more valuable animals. While there is a
wide range in the sizes of entities who
use our import- and export-related
services, our experience shows that as
many as 50 percent may be considered
large.

The profit margins of some entities
could decline as user fees for import-or
export-related services are increased.
However, the proposed increases are
generally small in dollar value. Over the
5 years, more than 57 percent of the
individual user fee increases are $1.00
or less, and more than 88 percent are
less than $10.00. In addition, the

proposed user fees represent a small
fraction of the value of the affected
animals. Purchase and import costs for
importing a breeding grade animal into
the United States can range between
$1500 and $5000 per head. Therefore,
the proposed increases are not generally
expected to reduce profits or impede
imports or exports. Indeed, entities
directly effected by this proposed rule
are not likely to bear the full burden of
the user fee increases, as some of the
cost increases are expected to be passed
on to the purchasers of these imported
or exported animals or animal products.

Alternatives

One alternative to this proposed rule
would be to make no changes to the
current user fees. We do not consider
making no changes to the current user
fees a reasonable alternative because we
would not recover the full cost of
providing the import-and export-related
services. Since 1992, Congress has not
appropriated funds for these services;
these services have been paid for
through user fees charged to the
customer or reimbursable agreements.
Therefore, if we had chosen this
alternative and not proposed changes to
the current user fees, funds would not
be available to continue to provide

services at a level sufficient to meet
customer demand.

Another alternative to this proposed
rule would be to either exempt small
businesses from these user fees or
establish a different user fee structure
for small businesses. APHIS cannot
exempt certain classes of users, such as
small businesses, from the user fees, and
cannot charge user fees that recover less
than the full cost of providing the
service. In addition, every business,
including small businesses, using a
government service needs to pay the
cost of that service, rather than having
other businesses pay a disproportionate
share or passing those costs on to the
general public, who are not the primary
beneficiary of the service. Therefore, we
do not consider exempting small
businesses from these user fees or
establishing a different user fee
structure for small businesses as viable
options.

Another alternative to the user fee
changes proposed in this rule would be
to calculate the increases for the five
year period and then spread the changes
evenly in annual increments. The
largest change from the current user fees
to the proposed FY 2000 user fee comes
from the additional administrative
support cost components: Rent, billing
costs and collections expenses, and
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equipment capitalization. APHIS is
already incurring these costs, therefore
we need to recover these costs through
user fees. If we had proposed these
increases phased in over the 5 year
period, it would benefit users in FY
2000 because they would not pay a large
increase in the first year. However, most
of these user fees have not been changed
since FY 1996 and the current user fees
no longer reflect the cost of providing
import- and export-related services.
Therefore, if we implemented this
alternative, the user fees would still not
accurately reflect the costs in FY 2000
and we would not recover the costs of
providing import- or export-related
services, so this option is not viable.
Our intent of offering a multi-year plan
so that businesses can include these
revised user fees in their operating
program will be effective once these
proposed user fees become effective and
businesses will know what the annual
changes will be to incorporate them into
their budgetary plans. The alternative
would be to continue as we have with
occasional large increases instead of the
initial increase to bring the user fees up
to the cost of providing services and
implementing annual changes as we
have proposed in this document.

Cost Benefit Analysis

The benefit of user fees is the shift in
the payment of services from taxpayers

receiving the government services.
While taxes may not change by the same
amount as the change in user fee
collections, there is a related shift in the
appropriations of taxes to government
programs, which allows those tax
dollars to be applied to other programs
which benefit the public in general.
Therefore, there could be a relative
savings to taxpayers as a result of the
proposed changes in user fees.

The administrative cost involved in
obtaining these savings would be
minimal. APHIS already has a user fee
program and a mechanism for collecting
user fees in place. This proposal would
update existing user fees in the system.
Therefore, increases in administrative
costs would be small. Because the
savings are sufficiently large, and the
administrative costs would be small, it
is likely that the net gain in reducing the
burden on taxpayers as a whole would
outweigh the cost of administering the
revisions of the user fees.

This proposed rule contains no new
information collection or recordkeeping
requirements.

Executive Order 12988

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. If this proposed rule is
adopted: (1) All State and local laws and
regulations that are inconsistent with
this rule will be preempted; (2) no
retroactive effect will be given to this

will not be required before parties may
file suit in court challenging this rule.

Paperwork Reduction Act

This proposed rule contains no new
information collection or recordkeeping
requirements under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.).

List of Subjects in 9 CFR Part 130

Animals, Birds, Diagnostic reagents,
Exports, Imports, Poultry and poultry
products, Quarantine, Reporting and
recordkeeping requirements, Tests.

Accordingly, we propose to amend 9
CFR part 130 as follows:

PART 130—USER FEES

1. The authority citation for part 130
would be revised to read as follows:

Authority: 5 U.S.C. 5542; 7 U.S.C. 1622; 19
U.S.C. 1306; 21 U.S.C. 102-105, 111, 114,
114a, 134a, 134c, 134d, 134f, 136, and 136a;
31 U.S.C. 3701, 3716, 3717, 3719, and 3720A;
7 CFR 2.22, 2.80, and 371.2(d).

2. Section 130.2 would be amended as
follows:

a. In paragraph (a), by revising the
table to read as set forth below.

b. In paragraph (b), by revising the
table to read as set forth below.
8§130.2 User fees for individual animals

and certain birds quarantined in APHIS
Animal Import Centers.

as a whole to those persons who are rule; and (3) administrative proceedings (@* **
Daily user fee
Animal or bird Oct. 1, 1999— | Oct. 1, 2000- | Oct. 1, 2001~ | Oct. 1, 2002— | Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | Oct. 1, 2003
Birds (excluding ratites and pet birds imported in accord-
ance with Part 93 of this subchapter):
0—250 GramS ...eeveeeieerieeniesieeee sttt $1.50 $1.50 $1.50 $1.50 $1.75
251-1,000 grams 5.00 5.25 5.25 5.50 5.75
Over 1,000 grams 12.00 12.00 13.00 13.00 13.00
Domestic or zoo animals (except equines, birds, and poul-
try):
Bison, bulls, camels, cattle, or zoo animals ................. 93.00 95.00 97.00 100.00 102.00
All others, including, but not limited to, alpacas, lla-
mas, goats, sheep, and SWINe ........cccccecvverrverenrennnn. 24.00 25.00 26.00 26.00 27.00
Equines (including zoo equines, but excluding miniature
horses):
1st through 3rd day (fee per day) .......c.ccccoeeerieerennnnen. 245.00 251.00 257.00 264.00 270.00
4th through 7th day (fee per day) ......cccccoeeeveiveeiineenns 177.00 182.00 186.00 191.00 195.00
8th and subsequent days (fee per day) ........ccccceveennee. 150.00 154.00 158.00 162.00 166.00
Miniature NOrSES ......ccooiiiiiiiiiiiciee e 56.00 57.00 58.00 60.00 61.00
Poultry (including zoo poultry):
Doves, pigeons, quail ........ccccceviiieiiiiienne e 3.00 3.25 3.25 3.25 3.50
Chickens, ducks, grouse, guinea fowl, partridge, pea
fowl, pheasants ...........ccccccvviiiieniiiiici e 5.75 6.00 6.00 6.25 6.25
Large poultry and large waterfowl, including, but not
limited to game cocks, geese, swans, and turkeys .. 13.00 14.00 14.00 14.00 15.00
Ratites:
Chicks (less than 3 months old) 8.50 8.75 9.00 9.00 9.25
Juveniles (3 months through 10 months old) .... 13.00 13.00 13.00 14.00 14.00
Adults (11 months old and older) ........ccccceeviiieriinienns 24.00 25.00 26.00 26.00 27.00
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(b)* * *
Daily user fee
Bird or poultry (nonstandard housing, care, or handling) Oct. 1, 1999— | Oct. 1, 2000 | Oct. 1, 2001— | Oct. 1, 2002— Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | Oct. 1, 2003
Birds 0-250 grams and doves, pigeons, and quail ...... $5.00 $5.25 $5.25 $5.50 $5.75
Birds 251-1,000 grams and poultry such as chickens,
ducks, grouse, guinea fowl, partridge, pea fowl, and
PhEASANTS ...cveiieceie e 12.00 12.00 13.00 13.00 13.00
Birds over 1,000 grams and large poultry and large
waterfowl, including, but not limited to game cocks,
geese, swans, and turkeys .........ccccceeeeeiieeeiiieee e, 23.00 24.00 24.00 25.00 25.00
3. Section 130.3 would be amended as follows:
a. In paragraph (a)(1), the table would be revised to read as set forth below.
b. By revising paragraph (c)(3) to read as set forth below.
§130.3 User fees for exclusive use of space at APHIS Animal Import Centers.
@@ > >~
Monthly user fee
Animal import center Oct. 1, 1999— | Oct. 1, 2000— | Oct. 1, 2001— | Oct. 1, 2002— | Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 Oct. 1, 2003
Newburgh, NY:
Space A 5,396 sqg. ft. (503.1 sq. m.) $53,037 $54,523 $56,054 $57,630 $59,254
Space B 8,903 sq. ft (827.1 SO. M.) weevvevreiieeeeiieee e, 87,508 89,959 92,484 95,085 97,764
Space C 905 sq. ft. (84.1 ST. M.) cvvvvververeeresreerresnens 8,895 9,144 9,401 9,666 9,938

* *

C)** *

(3) If the importer requests additional
services, then the user fees for those
services will be calculated at the hourly
rate user fee listed in §130.30, for each
employee required to perform the
service.

* * *

* *

4, Section 130.5 would be revised to
read as follows:

§130.5 User fees for services at privately
operated permanent and temporary import
guarantine facilities.

(a) User fees for each animal
guarantined in a privately operated

permanent or temporary import
quarantine facility will be calculated at
the hourly user fee rate listed in
§130.30, for each employee required to
perform the service. The person for
whom the service is provided and the
person requesting the service are jointly
and severally liable for payment of these
user fees in accordance with 88 130.50
and 130.51.

(b) [Reserved]

(Approved by the Office of Management and
Budget under control number 0579-0094)

5. Section 130.6 would be revised to
read as follows:

§130.6 User fees for inspection of live
animals at land border ports along the
United States-Mexico border.

(a) User fees for live animals
presented for importation into or entry
into the United States through a land
border port along the United States-
Mexico border are listed in the
following table. The minimum user fee
for this service is listed in §130.30. The
person for whom the service is provided
and the person requesting the service
are jointly and severally liable for
payment of these user fees in
accordance with §8130.50 and 130.51.

Per head user fee
Type of live animal Oct. 1, 1999— | Oct. 1, 2000- | Oct. 1, 2001~ | Oct. 1, 2002— | Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 Oct. 1, 2003
Any ruminants not covered below ...........ccccceeeeeenennne. $8.00 $8.25 $8.50 $8.75 $9.00
Feeder ....coovvveiiieiieieee e 2.25 2.25 2.25 2.50 2.50
Horses, other than slaughter ... 39.00 41.00 42.00 43.00 44.00
In-bond or in-transit ............. 5.25 5.25 5.50 5.50 5.75
SIAUGNTET e 3.50 3.50 3.50 3.75 3.75

(b) [Reserved]

§130.7 User fees for inspection of live

(Approved by the Office of Management and
Budget under control numbers 0579-0055
and 0579-0094)

6. Section 130.7 would be revised to
read as follows:

animals at all other ports of entry.

(a) User fees for live animals
presented for importation into or entry
into the United States through any port
of entry, other than a land border port
along the border between the United
States and Mexico, are listed in the

following table. The minimum user fee
for this service is listed in §130.30. The
person for whom the service is provided
and the person requesting the service
are jointly and severally liable for
payment of these user fees in
accordance with §§130.50 and 130.51.
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User fee
Type of live animal Unit Oct. 1, 1999— | Oct. 1, 2000— | Oct. 1, 2001— | Oct. 1, 2002— | Beginning Oct.
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 1, 2003
Animals being imported into the
United States:
Breeding animals (Grade animals,
except horses):
Sheep and goats ...........cccceenee. per head ................ $0.50 $0.50 $0.50 $0.50 $0.50
Swine per head .... 0.75 0.75 0.75 0.75 0.75
All others ......ccccvvieiiiiiciice per head 3.00 3.00 3.25 3.25 3.25
Feeder animals:
Cattle (not including calves) ..... per head 1.50 1.50 1.50 1.50 1.50
Sheep and calves ..........ccce..... per head .... 0.50 0.50 0.50 0.50 0.50
SWINE oo per head .... 0.25 0.25 0.25 0.25 0.25
Horses, other than slaughter and in- | per head 25.00 26.00 27.00 28.00 29.00
transit.
Poultry (including eggs), im- | perload .................. 44.00 46.00 47.00 48.00 50.00
ported for any purpose.
Registered animals, all types .. per head . 5.25 5.50 5.50 5.75 6.00
Slaughter animals, all types per load 22.00 23.00 24.00 24.00 25.00
Animals transiting® the United
States:
Cattle ..o per head .... 1.25 1.25 1.50 1.50 1.50
Horses and all other animals ... | per head .... 6.00 6.25 6.50 6.75 6.75
Sheep and goats ..........ccocueeene per head .... 0.25 0.25 0.25 0.25 0.25
SWINE oo per head 0.25 0.25 0.25 0.25 0.25

1The user fee in this section will be charged for in-transit authorizations at the port where the authorization services are performed. For addi-
tional services provided by APHIS, at any port, the hourly user fee rate in §130.30 will apply.

(b) [Reserved]

(Approved by the Office of Management and
Budget under control numbers 0579-0055

and 0579-0094)

7. Section 130.8 would be revised to

(a) User fees for other services that are
not specifically addressed elsewhere in

read as follows:

§130.8 User fees for other services.

part 130 are listed in the following table.
The person for whom the service is
provided and the person requesting the
service are jointly and severally liable
for payment of these user fees in
accordance with §8130.50 and 130.51.

User fee—
Service Unit Oct. 1, 1999— | Oct. 1, 2000~ | Oct. 1, 2001— | Oct. 1, 2002— | Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | Oct. 1, 2003
Embryo collection center inspection | Per year ................. $337.00 $347.00 $358.00 $369.00 $380.00
and approval (all inspections re-
quired during the year for facility
approval).
Germ plasm being exported: 1
Embryo:
Up to 5 donor pairs ........... Per certificate ......... 74.00 76.00 79.00 81.00 83.00
Each additional group of | Per group of donor 33.00 34.00 35.00 36.00 37.00
donor pairs, up to 5 pairs.
pairs per group, on the
same certificate.
SemenN .....ccooceeviiiiiiieeee Per certificate ......... 45.00 46.00 48.00 49.00 51.00
Germ plasm being imported: 2
EMDIyo ..o Per load ................. 54.00 55.00 57.00 58.00 60.00
SEeMEN ..o Per load ................. 54.00 55.00 57.00 58.00 60.00
Import compliance assistance:
Simple (2 hours or less) ........... Per release ............ 62.00 64.00 66.00 68.00 70.00
Complicated (more than 2 | Perrelease ............ 159.00 164.00 169.00 174.00 180.00
hours).
Inspection for approval of slaughter
establishment:
Initial approval (all inspections) | Per year ................. 332.00 342.00 352.00 362.00 373.00
Renewal (all inspections) ......... Per year ................. 288.00 296.00 305.00 314.00 323.00
Inspection of approved establish-
ments, warehouses, and facilities
under 9 CFR parts 94 through
96:
Approval (compliance agree- | Per year ................ 354.00 365.00 375.00 386.00 398.00

ment) (all inspections for first
year of 3-year approval).
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User fee—
Service Unit Oct. 1, 1999— | Oct. 1, 2000~ | Oct. 1, 2001— | Oct. 1, 2002— Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | Oct. 1, 2003
Renewed approval (all inspec- | Per year ................ 205.00 211.00 217.00 223.00 230.00
tions for second and third
years of 3-year approval).
Pet birds (except pet birds of U.S.
origin entering the United States
from Canada):
Which have been out of the | Perlot .................. 229.00 236.00 243.00 250.00 257.00
United States more than 60
days.
Which have been out of the | Perlot ................... 96.00 99.00 102.00 105.00 108.00
United States 60 days or
less.
Processing VS form 16-3, “Applica-
tion for Permit to Import Con-
trolled Material/lmport or Trans-
port Organisms or Vectors™:
For permit to import fetal bo- | Per application ....... 275.00 283.00 292.00 300.00 309.00
vine serum when facility in-
spection is required.
For all other permits Per application ....... 35.00 36.00 37.00 38.00 39.00
Amended application Per amended appli- 14.00 15.00 15.00 16.00 16.00
cation.
Application renewal .................. Per application ....... 19.00 19.00 20.00 21.00 21.00
Release from export agricultural
hold:
Simple (2 hours or less) ........... Per release ............ 62.00 64.00 66.00 68.00 70.00
Complicated (more than 2 | Perrelease ............ 159.00 164.00 169.00 174.00 180.00
hours).

1This user fee includes a single inspection and resealing of the container at the APHIS employee’s regular tour of duty station or at a limited
port. For each subsequent inspection and resealing required, the hourly user fee in § 130.30 will apply.
2For inspection of empty containers being imported into the United States, the hourly user fee in §130.30 will apply, unless a user fee has
been assessed under 7 CFR part 354.3.

(b) [Reserved]

(Approved by the Office of Management and
Budget under control numbers 0579-0015,
0579-0040, 0579-0055 and 0579-0094)

§130.9

[Removed and Reserved]
8. Section 130.9 would be removed
and reserved.
9. Section 130.10 would be amended
as follows:

a. In paragraph (a), by revising the
table to read as set forth below.

b. By revising paragraph (c) to read as
set forth below.

§130.10 User fees for pet birds
quarantined at APHIS-owned or supervised
guarantine facilities.

Number of birds in isolette

Daily user fee—

Oct. 1, 1999— | Oct. 1, 2000— | Oct. 1, 2001- | Oct. 1, 2002— Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | Oct. 1, 2003
L $8.25 $8.50 $8.75 $9.00 $9.25
10.00 10.00 11.00 11.00 11.00
12.00 12.00 13.00 13.00 13.00
14.00 14.00 15.00 15.00 15.00
16.00 16.00 17.00 17.00 18.00

(c) If the importer requests additional
services, then the user fees for those
services will be calculated at the hourly
rate user fee listed in §130.30, for each
employee required to perform the

service.

(Approved by the Office of Management and
Budget under control number 0579-0094)

read as set forth below.

10. Section 130.20 would be amended
as follows:

a. By revising the section heading to

b. In paragraph (a), by revising the

table to read as set forth below.

c. In paragraph (b)(1), by revising the
table to read as set forth below.

§130.20 User fees for endorsing export

certificates.

User fee—
Certificate categories Oct. 1, 1999— | Oct. 1, 2000- | Oct. 1, 2001~ | Oct. 1, 2002— | Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | Oct. 1, 2003

Animal products

$29.00

$30.00

$30.00

$31.00

$32.00
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User fee—
Certificate categories Oct. 1, 1999— | Oct. 1, 2000— | Oct. 1, 2001— | Oct. 1, 2002— |  Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | Oct. 1, 2003
HAatChiNg €00S ...oivcvieiieiiieiecce e 27.00 28.00 28.00 29.00 30.00
Nonslaughter horses to Canada 34.00 35.00 36.00 37.00 38.00
Poultry (including slaughter poultry) ..........cccocevvveeiieneennen. 27.00 28.00 28.00 29.00 30.00
Slaughter animals, of any type, moving to Canada or Mex-
1o o TSSO R TSRS 31.00 32.00 33.00 34.00 35.00
Other endorsements or certifications ............ccccccveevveeeenenn. 21.00 22.00 22.00 23.00 24.00
(b)(x) **=*
User fee—
Number of tests or vaccinations and Number of animals or
birds on the certificate Oct. 1, 1999- | Oct. 1, 2000- | Oct. 1, 2001- | Oct. 1, 2002— Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | Oct. 1, 2003
1-2 tests or vaccinations:
First animal .......cccoooveeiiiii e $68.00 $70.00 $72.00 $74.00 $76.00
Each additional animal ..........cccccoeviiiiiieiiiiiiieee e 4.00 4.00 4.00 4.25 4.25
3-6 tests or vaccinations:
First animal .........ccoeeiieiiiie e 84.00 86.00 88.00 91.00 94.00
Each additional animal . 6.50 6.75 7.00 7.00 7.25
7 or more tests or vaccinations:
First animal .......cccoiiiiieiiie e 98.00 100.00 103.00 106.00 109.00
Each additional animal ..........cccccoeviiiiieeiiiiiiieee e 7.75 8.00 8.25 8.25 8.50

* * * * *

§130.21 [Removed and Reserved]
11. Section 130.21 would be removed

130.30 Hourly rate user fees.
(a) User fees for import-or export-
related veterinary services listed in

service. The person for whom the
service is provided and the person
requesting the service are jointly and

and reserved.

12. A new §130.30 would be added
to read as follows:

paragraphs (a)(1) through (a)(10) of this
section will be calculated at the hourly
rate listed in the following table for each

severally liable for payment of these
user fees in accordance with 88 130.50
and 130.51.

employee required to perform the

Hourly user fee
Oct. 1, 1999- | Oct. 1, 2000- | Oct. 1, 2001- | Oct. 1, 2002— Beginning
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 | Oct. 1, 2003
Hourly rate:
Per NOUN ..o $76.00 $76.00 $80.00 $84.00 $84.00
Per quarter hour 19.00 19.00 20.00 21.00 21.00
Per service minimum fee .........cccoceiiiiiiiiiicniin 22.00 23.00 24.00 24.00 25.00

(1) Conducting inspections, including
laboratory and facility inspections,
required to obtain permits, either to
import animal products, aquaculture
products, organisms or vectors, or to
maintain compliance with import
permits.

(2) Obtaining samples required to be
tested, either to obtain import permits or
to ensure compliance with import
permits.

(3) Providing services for imported
birds or ratites that are not subject to
quarantine.

(4) Supervising the opening of in-
bond shipments.

(5) Providing services for in-bond or
in-transit animals to exit the United
States.

(6) Inspecting an export isolation
facility and the animals in it.

(7) Supervising animal or bird rest
periods prior to export.

(8) Supervising loading and unloading
of animals or birds for export shipment.
(9) Inspecting means of conveyance

used to export animals or birds.

(10) Conducting inspections under
part 156 of this chapter.

(11) Inspecting and approving an
artificial insemination center or a semen
collection center or the animals in it.

(12) Providing other import-or export-
related veterinary services for which
there is no flat rate user fee specified
elsewhere in this part.

(b) When do | pay an additional
amount for employee(s) working
overtime? You must pay an additional
amount if you need an APHIS employee
to work on a Sunday, on a holiday, or
at any time outside the normal tour of
duty of that employee. Instead of paying
the hourly rate user fee, you pay the rate
listed in the following table for each
employee needed to get the work done.
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Overtime rates (outside the employee’s normal tour of

Premium rate user fee—

duty) Oct. 1, 1999- | Oct. 1, 2000- | Oct. 1, 2001- | Oct. 1, 2002— | Beginning Oct.
Sept. 30, 2000 | Sept. 30, 2001 | Sept. 30, 2002 | Sept. 30, 2003 1, 2003
Premium hourly rate Monday through Saturday and holi-
days:
Per NOUN ..o $88.00 $88.00 $92.00 $96.00 $100.00
Per quarter hoUr .........ccoooieiiiiiie e 22.00 22.00 23.00 24.00 25.00
Premium hourly rate for Sundays:
Per NOUN ..o 100.00 104.00 104.00 108.00 112.00
Per quarter hour 25.00 26.00 26.00 27.00 28.00

(Approved by the Office of Management and
Budget under control numbers 0579-0055
and 0579-0094)

13. In §130.50, paragraph (b)(3)(ii)
would be revised to read as follows:

§130.50 Payment of user fees.

* * * * *
* X *

(g) * X *

(ii) What additional amount do | pay
if | receive an hourly rate user fee
service? Instead of paying the hourly
rate user fee, you pay the rate listed in
§130.30(b) for each employee needed to
get the work done.

* * * * *

Done in Washington, DC, this 24th day of

September 1999.

Bobby R. Acord,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 99-25425 Filed 9-29-99; 8:45 am]
BILLING CODE 3410-34-P

NATIONAL CREDIT UNION
ADMINISTRATION

12 CFR Part 701

Organization and Operations of
Federal Credit Unions

AGENCY: National Credit Union
Administration (NCUA).
ACTION: Proposed rule.

SUMMARY: NCUA is proposing to amend
its lending regulation to permit federal
credit unions to advance money to
members to cover account deficits
without having a credit application from
the member on file if the credit union
has a written overdraft policy.

DATES: The NCUA must receive
comments on or before November 29,
1999.

ADDRESSES: Direct comments to Becky
Baker, Secretary of the Board. Mail or
hand-deliver comments to: National
Credit Union Administration, 1775
Duke Street, Alexandria, Virginia
22314-3428, or you may fax comments

to (703) 518-6319. Please send
comments by one method only.

FOR FURTHER INFORMATION CONTACT:
Michael J. McKenna, Senior Staff
Attorney, or Regina M. Metz, Staff
Attorney, in the Division of Operations,
Office of General Counsel, at the above
address or telephone: (703) 518-6540.

SUPPLEMENTARY INFORMATION:
A. Background

The Federal Credit Union Act does
not specifically address a federal credit
union’s (FCU’s) authority to pay or
honor a share draft written that will
result in an overdrawn account. NCUA’s
longstanding position has been that an
FCU’s payment of an overdraft as a
financial accommodation to a member
constitutes a loan or line of credit to a
member.

When an FCU pays a member’s
overdraft, the FCU uses its money to pay
a member’s third party obligations. The
overdraft is a debt that the FCU expects
the member to repay. Because the FCU
is making a loan, it must comply with
the NCUA's lending regulation requiring
a credit application to be on file for each
borrower supporting the decision to
make a loan or establish a line of credit.
12 CFR 701.21(c)(3).

A number of federal credit unions and
trade associations contend that federal
credit unions are at a competitive
disadvantage because they are unable to
cover a member’s overdrafts absent a
prearranged, written agreement for the
extension of credit. The NCUA Board
believes this argument has merit
although there may be some safety and
soundness concerns with extending
credit to a member without a written
lending agreement. Overdrafts which
are unsupported by an agreement and
for which there is no credit analysis
represent an unsecured obligation of the
member to the credit union. In general,
a credit union undertakes a greater level
of risk with this activity than with a
loan which has undergone a thorough
credit analysis. However, after careful
review, the NCUA Board is proposing to

amend §701.21(c)(3) to permit a credit
union to advance money to a member to
cover his or her account deficit without
having a credit application from the
borrower on file if the credit union has
a written overdraft policy. The NCUA
Board believes that a written overdraft
policy will offset safety and soundness
concerns and prevent insider abuses.
The Board is proposing that a credit
union’s written overdraft policy must:
(1) Address how the credit union will
honor overdrafts; (2) set a cap on the
total dollar amount of all overdrafts the
credit union will honor; (3) establish a
time limit not to exceed ten business
days for a member either to deposit
funds or obtain an approved loan from
the credit union to cover each overdraft;
(4) limit the number and dollar amount
of overdrafts the credit union will honor
per member; and (5) establish the fee
and interest rate, if any, the credit union
will charge members for honoring
overdrafts.

The NCUA Board requests comments
from the public on whether the
regulation should impose additional
restrictions on overdrafts by credit
union employees or officials. The NCUA
Board also requests comments on
whether NCUA should set limits on the
total dollar amount a credit union can
lend to honor overdrafts as well as the
total dollar amount per member. The
NCUA Board is also requesting
comments on whether the regulation
should require a federal credit union to
have in its overdraft policy a certain
number of days after which it will write
off any overdraft for which the member
has not either repaid the credit union or
obtained an approved loan. Finally, the
NCUA Board requests comments on
whether the ten-day requirement for the
member to cover the overdraft is
appropriate. The risk of nonpayment of
an overdraft that is not covered by the
member within such a time period
increases dramatically.

While the proposed regulation is
under consideration, the NCUA intends
to continue its current supervisory
approach to overdrafts that are paid as
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an accommodation to members. The
approach has been that it will not take
exception to FCUs that permit
overdrafts as long as there are no safety
and soundness concerns or evidence
that the practice is being abused or
otherwise used as a means of
circumventing other regulatory
requirements or giving preferential
treatment to insiders.

Finally, in proposing this rule, NCUA
is not directing or encouraging credit
unions to replace using written
overdraft agreements with members
with a written overdraft policy. In fact,
because written overdraft agreements
function essentially as a lending
agreement that becomes operational in
the event of an overdraft, they are a
preferable way of addressing the safety
and soundness concerns presented by
overdrafts.

B. Regulatory Procedures
Regulatory Flexibility Act

The Regulatory Flexibility Act
requires NCUA to prepare an analysis to
describe any significant economic
impact any proposed regulation may
have on a substantial number of small
entities (primarily those under $1
million in assets). The NCUA has
determined and certifies that this
proposed rule, if adopted, will not have
a significant economic impact on a
substantial number of small credit
unions. Accordingly, the NCUA has
determined that a Regulatory Flexibility
Analysis is not required.

Paperwork Reduction Act

The NCUA Board has determined that
the proposed notice and disclosure
requirements in § 701.21 constitute a
collection of information under the
Paperwork Reduction Act. NCUA is
submitting a copy of this proposed rule
to the Office of Management and Budget
(OMB) for its review.

The proposed rule requires a federal
credit union that advances money to a
member to cover his or her account
deficit without having the member’s
credit application on file to have a
written overdraft policy. The policy
must: (1) Address how the credit union
will honor overdrafts; (2) set a cap on
the total dollar amount of all overdrafts
the credit union will cover; (3) establish
time limits for a member to deposit
funds to cover each overdraft; (4) limit
the number and dollar amount of
overdrafts the credit union will honor
per member; and (5) establish the fee
and interest rate, if any, the credit union
will charge members for covering
overdrafts.

The written policy requirement is
necessary to insure safety and
soundness in the credit union industry
and protect the interests of credit union
members where a federal credit union
provides overdraft protection to a
member without having his or her credit
application on file.

The NCUA Board estimates that it
will take an average of four hours to
comply with this written policy
requirement. The NCUA Board also
estimates that 1000 federal credit unions
will write overdraft policies so the total
annual collection burden is estimated to
be approximately 4000 hours.

The Paperwork Reduction Act of 1995
and OMB regulations require that the
public be provided an opportunity to
comment on information collection
requirements, including an agency’s
estimate of the burden of the collection
of information. The NCUA Board invites
comment on: (1) Whether the collection
of information is necessary; (2) the
accuracy of NCUA's estimate of the
burden of collecting the information; (3)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (4) ways to minimize the
burden of collection of information.
Comments should be sent to: OMB
Reports Management Branch, New
Executive Office Building, Room 10202,
Washington, D.C. 20503; Attention:
Alex T. Hunt, Desk Officer for NCUA.
Please send NCUA a copy of any
comments you submit to OMB.

Executive Order 12612

Executive Order 12612 requires
NCUA to consider the effect of its
actions on state interests. This proposed
rule makes no significant changes with
respect to state credit unions and
therefore, will not materially affect state
interest.

C. Agency Regulatory Goal

NCUA's goal is clear, understandable
regulations that impose a minimal
regulatory burden. We request your
comments on whether the proposed
amendment is understandable and
minimally intrusive if implemented as
proposed.

List of Subjects in 12 CFR Part 701

Credit, Credit unions, Reporting and
recordkeeping requirements

By the National Credit Union
Administration Board on September 16,
1999.
Becky Baker,
Secretary of the Board.

For the reasons set forth in the
preamble, the National Credit Union
Administration proposes to amend 12
CFR part 701 as follows:

PART 701—ORGANIZATION AND
OPERATION OF FEDERAL CREDIT
UNIONS

1. The authority citation for part 701
continues to read as follows:

Authority: 12 U.S.C. 1752(5), 1755, 1756,
1757, 1759, 1761a, 1761b, 1766, 1767, 1782,
1784, 1787, and 1789.

Section 701.6 is also authorized by 15
U.S.C. 3717.

Section 701.31 is also authorized by 15
U.S.C. 1601 et seq.; 42 U.S.C. 1981 and 3601-
3610.

Section 701.35 is also authorized by 42
U.S.C. 4311-4312.

2. Amend §701.21 by revising
paragraph (c)(3) to read as follows:

§701.21 Loans to members and lines of
credit to members.
* * * * *

C * X *

(3) Credit applications and overdrafts.
Consistent with policies established by
the board of directors, the credit
committee or loan officer shall ensure
that a credit application is kept on file
for each borrower supporting the
decision to make a loan or establish a
line of credit. A credit union may
advance money to a member to cover an
account deficit without having a credit
application from the borrower on file if
the credit union has a written overdraft
policy. The policy must: address how
the credit union will honor overdrafts;
set a cap on the total dollar amount of
all overdrafts the credit union will
honor consistent with the credit union’s
ability to absorb losses; establish a time
limit not to exceed ten business days for
a member either to deposit funds or
obtain an approved loan from the credit
union to cover each overdraft; limit the
number and dollar amount of overdrafts
the credit union will honor per member;
and establish the fee and interest rate,
if any, the credit union will charge
members for honoring overdrafts.

* * * * *

[FR Doc. 99-25397 Filed 9-29-99; 8:45 am]
BILLING CODE 7535-01-U

COMMODITY FUTURES TRADING
COMMISSION

17 CFR Part 146

Privacy Act of 1974; Implementation

AGENCY: Commodity Futures Trading
Commission.

ACTION: Proposed rule.

SUMMARY: The Commission proposes to
adopt a rule to exempt a new system of
records, concerning, inter alia,

complaints of sexual harassment, from
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Sections 552a(c)(3), (d), (e)(1), (e)(4)(G),
(H), and (1) and (f) of the Privacy Act of
1974 on the basis that the system is
investigatory material compiled for law
enforcement purposes. The name of the
system of records is the Exempted
Informal Employment Complaint Files
and it is designated CFTC-7.

DATES: Comments must be received on
or before November 1, 1999.

ADDRESSES: Comments should be
addressed to Jean A. Webb, Secretary,
Commodity Futures Trading
Commission, Three Lafayette Centre,
1152 21st Street NW., Washington, DC
20581. Comments may also be sent by
facsimile to number (202) 418-5221 or
by electronic mail to secretary@cftc.gov.
Refer to ““‘Sexual harassment files.”

FOR FURTHER INFORMATION CONTACT:
Stacy Dean Yochum, Counsel to the
Executive Director, (202) 418-5157,
Glynn L. Mays, Office of the General
Counsel, (202) 418-5140, Commodity
Futures Trading Commission, Three
Lafayette Centre, 1155 21st Street, NW.,
Washington, DC 20581.

SUPPLEMENTARY INFORMATION: In
September 1998 the Commission
adopted a Sexual Harassment Policy
that enabled persons who believed they
were victims of harassment to invoke
certain informal procedures. The Policy
requires all supervisors, managers, and
members of the Commission to report
instances of sexual harassment
witnessed by them or reported to them
to the Commission’s EEO Director.
Remedies under the Policy include
methods for informal resolution of
complaints between a complainant and
the person she or he believes has
engaged in harassment and also for
investigations under the aegis of the
Executive Director to determine whether
discriplinary action is warranted.
Records of complaints, reports,
investigations, and dispositions will be
maintained by the Executive Director.
The purposes of the records system
include centralization information on
this workplace issue and the
Commission’s response to it,
identification of repeat offenders, and
support for disciplinary action. Neither
the Policy nor the system of records is
part of the EEOC’s Federal Sector
Complaint Processing system. See 29
CFR part 1614. Both the policy and
maintenance of the system of records
are, however, consistent with the
EEOC’s mandate to federal agencies to
“maintain a continuing affirmative
program to promote equal opportunity
and to identify and eliminate
disciminatory practices and policies.”
29 CFR 1614.102(a).

In the Commission’s view, the
materials in this system of records are
investigatory materials compiled for law
enforcement purposes within the
meaning of Privacy Act Section
552a(k)(2), 5 U.S.C. 552a(k)(2).
Individual access to these files could
impair the effectiveness and orderly
conduct of the Commission’s program to
combat illegal workplace discrimination
and discipline those responsible.

Accordingly the Commission is
proposing to amend its rules under the
Privacy Act, 17 CFR 146.12, to exempt
this system of records from the
requirements of Privacy Act sections
552a(c)(3) [availability of accounting of
disclosures]; (d) [individual access to
records]; (e)(1) [relevancy of records];
(e)(4)(G) [request of an individual
whether a system of records contains a
record pertaining to him or her];
(e)(4)(H) [notification of access and
contest procedures]; (e)(4)(1)
[publication of categories of sources of
records in the system]; and (f) [adoption
of rules relating, inter alia, to individual
access to his or her records in the
system].

List of Subjects in 17 CFR Part 146

Privacy.

For the reasons stated above, the
Commodity Futures Trading
Commission proposes to amend 17 CFR
part 146 as follows:

PART 146—RECORDS MAINTAINED
ON INDIVIDUALS

1. The authority citation for part 146
continues to read as follows:

Authority: Pub. L. 93-579, 88 Stat. 1896 (5
U.S.C. 552a), Pub. L. 93-463, 88 Stat. 1389
(7 U.S.C. 40(j)) unless otherwise noted.

2. Amend §146.12 Exemptions, by
revising the last sentence of paragraph
(a) to read as follows:

§146.12 Exemptions.

(@) * * * Materials exempted under
this paragraph are contained in the
system of records entitled “Exempted
Investigatory Records,” ‘““Exempted
Informal Employment Complaint Files,”
and/or in the system of records entitled
“Exempted Closed Commission
Meetings.”

* * * * *

Issued in Washington, DC, on September
22,1999.

Jean A. Webb,
Secretary of the Commission.
[FR Doc. 99-25189 Filed 9-29-99; 8:45 am]

BILLING CODE 6351-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Parts 210, 211, 820, and 1271
[Docket No. 97N-484S]

Suitability Determination for Donors of
Human Cellular and Tissue-Based
Products

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing new
regulations to require manufacturers of
human cellular and tissue-based
products to screen and test the donors
of cells and tissue used in those
products for risk factors for and clinical
evidence of relevant communicable
disease agents and diseases. Human
cellular and tissue-based products are
products that contain or consist of
human cells or tissues and that are
intended for implantation,
transplantation, infusion, or transfer. As
part of this regulatory action, the agency
is proposing to amend the current good
manufacturing practice (CGMP)
regulations that apply to human cellular
and tissue-based products regulated as
drugs, medical devices, and/or
biological products to incorporate the
new donor-suitability procedures into
existing good manufacturing practice
(GMP) regulations. The agency is taking
this action to provide more appropriate
oversight for the wide spectrum of
human cellular and tissue-based
products that are marketed now or may
be marketed in the future. The agency’s
action would improve protection of the
public health and increase public
confidence in new technologies, while
permitting significant innovation and
keeping regulatory burden to a
minimum.

DATES: Submit written comments on the
proposed rule on or before December 29,
1999. Submit written comments on the
information collection provisions on or
before November 1, 1999.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Submit
written comments on the information
collection provisions to the Office of
Information and Regulatory Affairs,
OMB, New Executive Office Bldg., 725
17th St. NW., Washington, DC 20503,
Attn: Wendy Taylor, Desk Officer for
FDA.
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FOR FURTHER INFORMATION CONTACT:
Paula S. McKeever, Center for Biologics
Evaluation and Research (HFM-17),
Food and Drug Administration, 1401
Rockville Pike, suite 200N, Rockville,
MD 20852-1448, 301-827-6210.
SUPPLEMENTARY INFORMATION:

l. Introduction

FDA is in the process of establishing
a comprehensive new system of
regulating human cellular and tissue-
based products. The term ‘“human
cellular and tissue-based products”
encompasses an array of medical
products derived from the human body
and used for repair, reproductive,
replacement, or other therapeutic
purposes. Skin, tendons, bone, heart
valves, and corneas have long been used
as replacements for damaged or
diseased tissues. Semen, ova, and
embryos are transferred for reproductive
purposes. Currently, some human
cellular and tissue-based products are
being developed for new therapeutic
uses. For example, scientists are
studying the use of manipulated human
cells to treat viral infections,
Parkinson’s disease, and diabetes,
among other conditions and diseases.
FDA'’s new regulatory program will
cover all of these products, including
those currently regulated as ““human
tissue intended for transplantation”
under part 1270 (21 CFR part 1270).
(The proposed regulatory definition of a
human cellular or tissue-based product,
and exceptions from the definition, will
be discussed in greater detail later in
this document.)

In February 1997, the agency
announced its regulatory plans in two
documents: ‘“Reinventing the Regulation
of Human Tissue” and “A Proposed
Approach to the Regulation of Cellular
and Tissue-Based Products” (hereinafter
referred to as the “proposed approach
document’). FDA requested written
comments on its proposed approach
and, on March 17, 1997, held a public
meeting to solicit information and views
from the interested public (62 FR 9721,
March 4, 1997).

In the Federal Register of May 14,
1998 (63 FR 26744), FDA proposed an
establishment registration and product
listing system for manufacturers of
human cellular and tissue-based
products (hereinafter referred to as the
“proposed registration rule.”) The
proposed registration rule was the first
in a series of rules that the agency
intends to propose to implement its new
approach to these products. The
proposed registration rule would require
manufacturers of human cellular and
tissue-based products to register with
the agency, to list their products, and to

submit regular updates. The rule defines
“human cellular and tissue-based
product,” sets out exceptions to this
definition, e.g., vascularized human
organs and certain minimally
manipulated bone marrow, and
describes certain types of establishment
that would not be subject to the
registration and listing requirement. In
addition, the rule proposes criteria for
regulation of a human cellular or tissue-
based product solely under section 361
of the Public Health Service Act (the
PHS Act) (42 U.S.C. 264), rather than as
a drug, device, and/or biological
product. Relevant portions of the
proposed registration rule are discussed
in this proposed rule as necessary, and
the definitions contained in the
proposed registration rule are reprinted
in their entirety in section 111.B.1 of this
document.

As another step toward accomplishing
its regulatory objectives, the agency
recently issued a request for proposed
standards and supporting data relating
to certain stem-cell products (63 FR
2985, January 20, 1998).

FDA now proposes to require
manufacturers of certain human cellular
and tissue-based products to screen and
test the donors of cells and tissues used
in those products for risk factors for and
clinical evidence of relevant
communicable disease agents and
diseases. The proposed regulations are
intended as safeguards to prevent the
transmission of communicable diseases
that may occur with the use of cells and
tissues from infected donors.

In acting to increase the safety of the
nation’s supply of human cellular and
tissue-based products, FDA is also
seeking to avoid unnecessary regulation.
Thus, consistent with the proposed
approach document, the agency has
tailored the proposed testing and
screening requirements to the degree of
communicable disease risk associated
with the various types of human cellular
and tissue-based products. The testing
and screening for donors of cells and
tissues that pose a high degree of
communicable disease risk will be more
extensive than for donors of cells and
tissues with lesser risk. Where the risk
is quite low (e.g., cells or tissues used
autologously), FDA will recommend
testing and screening, but will not
require them; however, certain labeling
will be required.

As outlined in the proposed approach
document, the agency is implementing
its regulatory plan for human cellular
and tissue-based products in a step-by-
step fashion. Following the publication
of this proposed rule, the agency
intends to propose current good tissue
practice “CGTP” regulations to address

concerns about the proper handling,
storage, and processing of human
cellular and tissue-based products. The
donor-suitability regulations now being
proposed would be placed in new part
1271, along with the regulations
covering registration, CGTP, and other
areas, e.g., establishment inspection and
enforcement. Proposed part 1271 will
eventually supersede part 1270, which
contains current regulations governing
infectious-disease testing, donor
screening, and recordkeeping for human
tissue intended for transplantation. At
the completion of the rulemaking
process, FDA intends to revoke part
1270.

I1. Donor Suitability

A. Part 1270 and the Need for Expanded
Donor-Suitability Requirements

In the early 1990’s, serious issues
arose about the safety of human tissue
used for transplantation. Concern
focused on the potential for disease
transmission through the
transplantation of tissues from donors
infected with the human
immunodeficiency virus (HIV) or one of
the hepatitis viruses. In 1993, FDA acted
in response to this immediate need to
protect the public health by issuing an
interim rule requiring the donors of
human tissue intended for
transplantation to be screened and
tested for HIV types 1 and 2, hepatitis
B (HBV), and hepatitis C (HCV) (58 FR
65514, December 14, 1993). That rule,
codified at part 1270, covered human
tissue that was not regulated as a human
drug, biological product, or medical
device; reproductive tissue and several
other categories of products were also
excluded (8 1270.3(j)). In response to
comments submitted on the interim
rule, FDA modified and clarified the
requirements. In the Federal Register of
July 29, 1997 (62 FR 40429), FDA issued
a final rule replacing the interim rule
(hereinafter referred to as the ““tissue
final rule”).

When it issued the regulations in part
1270, FDA envisioned replacing them,
at a future date, with more extensive
requirements with respect to infectious-
disease control (58 FR 65514 at 65516).
Consistent with these intentions, the
agency is now proposing regulations
that would expand on the current
testing and screening requirements in
two ways. First, the proposed
regulations would increase the number
of products covered by the screening
and testing requirements. Second, the
proposed regulations would require
screening and testing for additional
diseases. (The present rulemaking
affects only the screening and testing
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components of part 1270. Other
requirements will be the subject of
future rulemaking, e.g., the requirement
in §1270.31 for written procedures and
the enforcement provisions in part 1270
subpart D.)

Because of their nature as derivatives
of the human body, all human cellular
and tissue-based products pose a
potential risk of transmitting
communicable diseases. For example,
HIV, HBV, and HCV have been detected
in human tissue, including bone, skin,
corneas, and semen. In proposing to
establish a unified regulatory approach
for human cellular and tissue-based
products, the agency is responding to
the concern about communicable
disease transmission that is common to
all such products. The proposed testing
and screening provisions would be
applicable to human cellular and tissue-
based products that are regulated under
section 201 of the Federal Food, Drug,
and Cosmetic Act (the act) (21 U.S.C.
321 et. seq.) and/or section 351 of the
PHS Act (42 U.S.C. 262) as medical
devices, drugs, and/or biological
products. The proposed testing and
screening provisions would also apply
to human cellular products and
products containing human
reproductive cells or tissues, including
some products not currently subject to
Federal regulation. In addition, tissues
currently regulated under part 1270
would be brought under the scope of the
new regulations.

When part 1270 was issued as an
interim rule, FDA was acting swiftly to
counter the transmission of three
serious disease agents, HIV, HBV, and
HCV, by the transplantation of human
tissue. In this rulemaking, the agency
seeks to establish a more comprehensive
system for preventing the spread of
those and other diseases transmissible
by implantation, transplantation,
infusion, or transfer of human cellular
and tissue-based products. The
proposed regulation would require,
except in certain limited situations,
screening and testing for all “relevant”
communicable disease agents and
diseases. (The criteria for considering a
disease to be “relevant’ are discussed
later in section 111.C.1 of this document.)
For example, FDA is now proposing to
require that donors of tissue and cells be
tested for syphilis and screened for
transmissible spongiform
encephalopathies (TSE) including
Creutzfeldt-Jakob Disease (CJD). In
addition, donors of viable, leukocyte-
rich cells or tissues would be tested for
human T-cell lymphotrophic virus type
I and type Il (HTLV-I/I1) and
Cytomegalovirus (CMV), which are
considered “cell-associated viruses.”

FDA is proposing to require that donors
of reproductive cells and tissue be
tested for Neisseria gonorrhea and
Chlamydia trachomatis, which have
been transmitted through artificial
insemination, and screened for sexually
transmitted and genitourinary diseases
that could contaminate reproductive
cells and tissue during recovery and
then be transmitted to the recipient of
those cells or tissues and/or to the fetus.

B. Legal Authority

FDA is proposing to issue these new
regulations under the authority of
section 361 of the PHS Act. Under that
section, FDA may make and enforce
regulations necessary to prevent the
introduction, transmission, or spread of
communicable diseases between the
States or from foreign countries into the
States. (See sec. 1, Reorg. Plan No. 3 of
1966 at 42 U.S.C. 202 for delegation of
section 361 authority from the Surgeon
General to the Secretary, Health and
Human Services; see 21 CFR 5.10(a)(4)
for delegation from the Secretary to
FDA.) Intrastate transactions may also
be regulated under section 361 of the
PHS Act. (See Louisiana v. Mathews,
427 F. Supp. 174, 176 (E.D. La. 1977).)

Certain diseases are transmissible
through the implantation,
transplantation, infusion, or transfer of
human cellular or tissue-based products
derived from donors infected with those
diseases. In order to prevent the
introduction, transmission, and spread
of such diseases, FDA considers it
necessary to take appropriate measures
to prevent the use of cells or tissues
from infected donors. Thus, the agency
is proposing that, prior to the use of
most human cellular or tissue-based
products, the manufacturer would be
required to determine the suitability of
the donor of cells or tissues based on the
results of screening and testing for
relevant communicable diseases. Under
the proposed regulations, a donor who
tests repeatedly reactive for a particular
disease agent, or who possesses clinical
evidence of or risk factors for such a
disease, would be considered
unsuitable, and cells and tissues from
that donor would not ordinarily be
used.

FDA'’s directive, under section 361 of
the PHS Act, is to prevent the
introduction, transmission, and spread
of communicable diseases. Specifically,
these regulations are intended to
prevent the transmission of
communicable disease through the
implantation, transplantation, infusion,
or transfer of human cellular or tissue-
based products. However, as discussed
in the proposed registration rule, all
human cellular and tissue-based

products pose some risk of carrying
pathogens that could cause disease in
recipients and family members or other
close contacts of recipients, health care
personnel, and other handlers of tissue.
This broader concern for the spread of
communicable disease is reflected in
certain labeling requirements proposed
in these regulations and in the criteria
for identifying a relevant communicable
disease. Although FDA recognizes that
regulations exist that are specifically
designed to protect employees who may
come in contact with infectious
materials (see 29 CFR 1910.1030, 42
CFR 72.6, and 49 CFR 171.180), the
agency does not consider its proposed
regulations to be in conflict with those
other regulations currently in effect.
However, the agency has made an effort
to be consistent with the terminology
used in these other regulations, e.g.,
“Infectious Substances” and Biohazard
legend.

Authority for the enforcement of
section 361 of the PHS Act is provided
by section 368 of the PHS Act (42 U.S.C.
271). Under section 368(a), any person
who violates a regulation prescribed
under section 361 of the PHS Act may
be punished by imprisonment for up to
1 year, a fine of not more than $1,000,
or both (42 U.S.C. 271(a)). In addition,
Federal District Courts have jurisdiction
to enjoin individuals and organizations
from violating regulations implementing
section 361 of the PHS Act.

Under sections 501(a)(2)(B) and (h)
and 520(f)(1) of the act (21 U.S.C.
351(a)(2)(B) and (h) and 360j(f)(1)),
drugs and devices are subject to CGMP
requirements designed to ensure, among
other things, product safety. Currently,
no specific CGMP regulations exist with
respect to human cellular and tissue-
based products regulated as drugs or
devices that delineate testing and
screening procedures for communicable
diseases. (See parts 210 et seq. and 820
(21 CFR parts 210 and 820).)
Nevertheless, FDA considers
communicable disease testing and
screening to be steps in the
manufacturing process that are crucial
to the safety of such products. As a
result, FDA proposes to amend the
existing CGMP regulations for drugs in
parts 210 and 211 (21 CFR part 211) and
the quality system regulations for
devices in part 820 (21 CFR part 820),
which include CGMP requirements, to
incorporate the testing and screening
provisions of proposed part 1271
subpart C. In proposing these
amendments, FDA is relying on the
authority provided by section 361 of the
PHS Act to issue regulations to prevent
the spread of communicable disease, as
well as its authority under the act to
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issue CGMP regulations (21 U.S.C.
351(a)(2)(B) and (h) and 360j(f)(1)).

Under proposed §210.1(c), the
manufacturer of a human cellular or
tissue-based product regulated as a drug
or biological drug would be required to
comply with the donor-suitability
procedures in proposed part 1271,
subpart C. Likewise, under proposed
§820.1, the manufacturer of a human
cellular or tissue-based product
regulated as a device would be required
to comply with the same procedures.
(Existing regulations and policy
determine whether a product is a drug,
biological product, and/or device). If the
manufacturer failed to follow the CGMP
or quality system requirements,
including the testing and screening
procedures in proposed part 1271, the
product would be adulterated under the
act.

Section 375 of the PHS Act provides
for Federal oversight of the nation’s
Organ Procurement and Transplantation
Network and section 379 of the PHS Act
authorizes the National Bone Marrow
Donor Registry. The Health Resources
and Services Administration (HRSA)
currently administers both of these
programs. Given HRSA oversight in
these areas, vascularized human organs
and minimally manipulated bone
marrow (as defined in proposed
§1271.3(e)) for unrelated allogeneic use
are specifically excluded from the
proposed and final regulations on
human cellular and tissue-based
products.

I11. Summary of the Proposed
Regulation

A. Purpose and Scope (Proposed
§1271.1)

FDA is proposing that donor-
suitability regulations would apply to
all establishments covered by the
proposed registration rule. In the
proposed registration rule, FDA
discussed its proposed system for
regulating human cellular and tissue-
based products. In particular, the agency
proposed to distinguish between two
groups of human cellular and tissue-
based products: those that would be
regulated solely under the authority of
section 361 of the PHS Act (**361
products’), and those regulated under
the act and/or section 351 of the PHS
Act as drugs, medical devices and/or
biological products as well as section
361 of the PHS Act.

Section 1271.1 of the proposed
registration rule states that
manufacturers of both 361 products and
products regulated as drugs or devices
and/or biological products under the act
and/or section 351 of the PHS Act

would be required to comply with the
proposed registration and listing
procedures. The criteria for regulation of
a human cellular or tissue-based
product as a 361 product are set out in
§1271.10 of the proposed registration
rule. Section 1271.20 of the proposed
registration rule sets out exceptions
from the registration and listing
requirements.

FDA is now making several
modifications to proposed §§1271.1,
1271.10, and 1271.20 as they appeared
in the proposed registration rule and is
proposing a new § 1271.15. To improve
clarity, FDA has divided section 1271.1
into separate paragraphs on scope and
purpose and has added cross-references
to other pertinent regulations. FDA has
also changed the heading of proposed
§1271.10 to “Establishments subject to
this part; criteria for regulation of
human cellular and tissue-based
products solely under section 361 of the
PHS Act.” The phrase ‘““nontissue or
noncellular” has been removed from
proposed §1271.10(c). Proposed
§1271.10(d) has been reorganized,
although its meaning has not changed.
Proposed §1271.10 now describes
human cellular and tissue-based
products regulated solely under section
361 of the PHS Act as those products
that: Are minimally manipulated, are
not promoted or labeled for any use
other than a homologous use, are not
combined with or modified by the
addition of any component that is a
drug or a device; and either do not have
a systemic effect or have a systemic
effect and are for autologous use, are for
a family-related allogeneic use, or are
for reproductive use. FDA expects that
comments on the four criteria in
proposed §1271.10 will be submitted in
response to the proposed registration
rule, and foresees that each of the four
criteria will be modified for greater
clarity. For example, the agency is
considering clarifying or modifying the
term “‘systemic effect” in proposed
§1271.10(d) because of potential
ambiguities. FDA is concerned that
products that have local metabolic
effects, e.g., neurons used to replace or
supplement neurons in the brain,
warrant regulation under the act and/or
section 351 of the PHS Act. The agency
invites comments on whether “‘systemic
effect”” adequately characterizes those
products that warrant the more stringent
level of regulation or whether another
term or terms would more accurately
describe such products.

FDA is proposing a new §1271.15 to
describe those products that would be
regulated under the act and/or section
351 of the PHS Act and to reference the

subparts of part 1271 that will be
applicable to those products.

FDA is also modifying proposed
§§1271.1, 1271.10, and 1271.20 so that
they refer not simply to registration and
product listing requirements but to all of
the requirements that will be contained
in part 1271 when rulemaking for the
entire part is complete. With these
changes, the regulatory framework that
was described in the proposed approach
document and developed in the
proposed registration rule would be
extended, as intended, to cover donor-
suitability requirements now being
proposed as well as other requirements
to be proposed later. The agency is
seeking to craft the modifications to
these sections to obviate the need for
further adjustments in later rulemaking.
To that end, the new language refers to
compliance “with the other
requirements contained in this part.”

FDA intends that the procedures in
part 1271 that would apply to human
cellular and tissue-based products
regulated as drugs, devices and/or
biological products are the proposed
registration and listing procedures, the
donor-suitability procedures now being
proposed, and the CGTP procedures to
be proposed in the future. Therefore, the
agency is now proposing to modify
proposed §1271.1 to add the statement
that manufacturers of human cellular
and tissue-based products regulated
under the act and/or section 351 of the
PHS Act are required to comply with
the donor-suitability procedures and the
CGTP procedures in part 1271 in
addition to all other applicable
regulations.

B. Definitions (Proposed §1271.3)

1. Definitions Contained in the
Proposed Registration Rule

Section 1271.3(a) through (h) of the
proposed registration rule contain
definitions of terms used in the
registration and listing regulations.
Because some of the terms defined in
the proposed registration rule are used
in the donor-suitability regulations now
being proposed, the agency is reprinting
proposed §1271.3(a) through (h) as
follows to facilitate understanding of the
rule now being proposed.

(a) Autologous use means the implantation,
transplantation, infusion, or transfer of a
human cellular or tissue-based product back
into the individual from whom the cells or
tissue comprising such product were
removed.

(b) Establishment means a place of
business under one management, at one
general physical location, that engages in the
manufacture of human cellular or tissue-
based products. The term includes, among
others, facilities that engage in contract
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manufacturing services for a manufacturer of
human cellular or tissue-based products. The
term also includes any individual,
partnership, corporation, association, or
other legal entity engaged in the manufacture
of human cellular or tissue-based products,
except that an individual engaged solely in
the procurement or recovery of cells or
tissues or under contract to a registered
establishment is not required to
independently register.

(c) Family-related allogeneic use means the
implantation, transplantation, infusion, or
transfer of a human cellular or tissue-based
product into a first-degree blood relative of
the individual from whom cells or tissue
comprising such product were removed.

(d) Homologous use means the use of a
cellular or tissue-based product for
replacement or supplementation and:

(1) For structural tissue-based products,
occurs when the tissue is used for the same
basic function that it fulfills in its native
state, in a location where such structural
function normally occurs; or

(2) For cellular and nonstructural tissue-
based products, occurs when the cells or
tissue is used to perform the function(s) that
they perform in the donor.

(e) Human cellular or tissue-based product
means a product containing human cells or
tissues or any cell or tissue-based component
of such a product. The following products are
not considered human cellular or tissue-
based products and establishments that
manufacture only one or more of the
following would not be subject to the
registration or listing provisions of this part:

(1) Vascularized human organs for
transplantation;

(2) Whole blood or blood components or
blood derivative products subject to listing
under part 607 of this chapter;

(3) Secreted or extracted human products,
such as milk, collagen, and cell factors;

(4) Minimally manipulated bone marrow;

(5) Ancillary products used in the
propagation of cells or tissues; or

(6) Cells, tissues or organs derived from
animals.

(f) Manufacture means, but is not limited
to, any or all steps in the recovery, screening,
testing, processing, storage, labeling,
packaging, or distribution of any human
cellular or tissue-based product.

(9) Minimal manipulation means: (1) For
structural tissue, processing that does not
alter the original relevant characteristics of
the tissue relating to the tissue’s utility for
reconstruction, repair, or replacement; and

(2) For cells or nonstructural tissues,
processing that does not alter the relevant
biological characteristics of cells or tissues.

(h) Transfer means the placement of
human reproductive cells or tissues into a
human recipient.

Since proposing the previous
definitions, FDA has reconsidered the
definition in proposed § 1271.3(e) of
“human cellular or tissue-based
product,” and has determined that it is
too broad. For example, the definition
might be construed to include many in
vitro diagnostic products. The agency is
adding language to the proposed

definition to clarify that the products
covered by the definition (and thus by
these proposed regulations) are those
that are intended for implantation,
transplantation, infusion, or transfer
into a human recipient. The agency is
also adding language to specifically
exclude in vitro diagnostic products as
defined in 21 CFR 809.3(a) from the
definition of human cellular or tissue-
based product. In addition, the agency
is deleting the reference in § 1271.3(e) to
the registration and listing provisions of
part 1271. Minimally manipulated bone
marrow has been clarified by adding
“for homologous use and not combined
with or modified by the addition of any
component that is a drug or a device.”
Also, the agency is clarifying that,
although secreted or extracted human
products such as milk, collagen, and
cell factors are not considered to meet
the definition of human cellular or
tissue-based product, semen is
considered a human cellular or tissue-
based product because it contains germ
cells. The definition also contains
several other minor clarifications and
corrections.

2. New Definitions

The agency is now proposing to
define additional terms and to list them
in § 1271.3(i) through (ee). The agency
intends to place all definitions relevant
to proposed part 1271 in proposed
§1271.3. Thus, in subsequent
rulemakings, the agency may propose to
define more terms in that section.

Many of the terms now proposed to be
defined in proposed §1271.3 are
currently defined in § 1270.3. In several
instances, the definition now being
proposed is the same as that in §1270.3
or is only modified slightly for clarity,
e.g., “donor’” and “‘responsible person”
in proposed §1271.3(n) and (w),
respectively. Although the proposed
definitions of colloid and crystalloid
remain substantially the same as in
§1270.3(c) and (e), the agency
specifically requests comments on the
appropriateness of these definitions,
including whether it is appropriate to
define these terms in the regulations.

The definitions of some other terms
(e.g., donor medical history interview
and physical assessment) have been
significantly modified to accommodate
the broader range of infectious diseases
covered by this proposed regulation.
Additional terms are newly defined in
proposed §1271.3 (Biohazard legend,
directed donor, embryo, gamete,
relevant communicable disease agent or
disease, urgent medical need,
xenotransplant, and close contact).
Where relevant, proposed definitions
are discussed as follows, with the

requirements to which the defined
terms relate.

The definition of “summary of
records’ in proposed §1271.3(x) is a
modification of the definition of the
same term in §1270.3(w). As in
§1270.3(w), the agency proposes to
define “summary of records” as
containing a list of all tests performed
for relevant communicable disease
agents and the results of those tests, and
the name and address of the
establishment that made the donor-
suitability determination. However,
FDA has recently received comments
from manufacturers of human tissue
intended for transplantation on other
aspects of the definition of “summary of
records’” in §1270.3(w). These
comments assert that, because a
processor or distributor may use
multiple testing laboratories, the
requirement in §1270.3(w) that a
summary of records contain the identity
of the testing laboratory is unduly
burdensome; similar objections were
raised to the requirement for listing all
relevant medical records reviewed.
Such information, it was asserted,
would be available from the
establishment that made the donor-
suitability determination. FDA has
considered these concerns, and is
proposing a new, less burdensome
definition. Under the proposed
definition, the summary of records
would be redefined as: (1) A statement
that communicable disease testing was
performed by a laboratory or
laboratories certified under the Clinical
Laboratory Improvement Amendments
of 1988 (CLIA); (2) a listing and
interpretation of the results of all
communicable disease tests performed;
(3) a statement describing the types of
records which may have been reviewed
as part of the relevant medical records;
and (4) the name and address of the
establishment determining the
suitability of the donor of cells or
tissues. Upon request by FDA, or other
interested persons, the establishment
that made the donor-suitability
determination will be expected to
promptly furnish the name and address
of the testing laboratory and a list of all
relevant medical records reviewed.

C. General Requirements

1. Determination of Donor Suitability
(Proposed §1271.50)

Proposed §1271.50 sets out the
fundamental requirement of these
proposed regulations: The donor-
suitability determination. Except in
certain specified situations, a human
cellular or tissue-based product may not
be implanted, transplanted, infused, or
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transferred until the donor of the cells
or tissue for the product has been
determined to be suitable.

The determination of whether a donor
is suitable or unsuitable would be made
by a responsible person, as defined in
proposed §1271.3(w), and would be
based on the results of required donor
screening and testing. ‘“Donor
screening” refers to a review of the
donor’s relevant medical records, as
defined in proposed § 1271.3(v), for
information about the donor that might
indicate past or present infection or risk
factors for a relevant communicable
disease agent or disease. ““Donor
testing” refers to performing laboratory
tests on a specimen collected from the
donor, generally a blood sample, to
determine whether the donor has been
exposed to or is infected with a relevant
communicable disease agent.

Both aspects of the donor-suitability
determination are vital. A donor may be
determined to be suitable only if test
results are negative or nonreactive and
screening shows the donor to be free
from risk factors for and clinical
evidence of infection due to relevant
communicable disease agents and
diseases. Conversely, if either donor
screening or donor testing indicates the
presence of a relevant infectious agent,
or risk factors therefor, then the
potential donor must be determined to
be unsuitable.

Proposed § 1271.3(y) contains a two-
part definition of the term “‘relevant
communicable disease agent or
disease.” Section 1271.3(y)(1) lists those
disease agents and diseases that are
specifically identified in §§1271.75 and
1271.85 as relevant communicable
disease agents and diseases for which
the agency is proposing to require donor
screening and/or testing. These are: HIV,
types 1 and 2; HBV; HCV; TSE;
Treponema pallidum; HTLV, types |
and Il; CMV; Chlamydia trachomatis
and Neisseria gonorrhea. In some
instances, FDA has identified a disease
agent or disease as relevant for a
particular type of cells or tissue-based
product; this distinction is reflected in
the proposed testing and screening
requirements in proposed 88 1271.75
and 1271.85.

The second part of the definition
describes the criteria for a
communicable disease agent or disease
to be considered ‘“‘relevant,” and covers
diseases not specifically listed in
§1271.3(y)(1). First, for a communicable
disease agent or disease to be
“relevant,” its prevalence among donors
would have to be sufficient to warrant
screening or testing of all donors.
Second, there would need to be a risk
of transmission of the disease agent or

disease by a human cellular or tissue-
based product, either to the recipient of
the product or to those people who may
handle or otherwise come in contact
with the product, such as medical
personnel. Third, the health risks,
measured by morbidity and mortality,
posed by the disease would need to be
significant. For example, HIV, HBV,
HCV, and Treponema pallidum, which
are listed in § 1271.3(y)(1), all pose
significant health risks. In contrast,
although Ureaplasma urealyticum,
Mycoplasma hominis, and Streptococci
are organisms that have been
transmitted through artificial
insemination procedures, they exist in a
great number of healthy, sexually active
adults and their pathogenicity to the
recipient of reproductive cells or tissue
is of questionable clinical significance.
Thus, FDA does not consider them to be
relevant communicable diseases or
disease agents at this time for the
purpose of this regulation. Finally, for a
disease or disease agent to be
considered ‘“relevant,” appropriate
screening measures would need to have
been developed and/or an appropriate
FDA-licensed, approved, or cleared
screening test for donor specimens
would need to be available.

Should a new relevant communicable
disease agent or disease arise or be
identified, the agency would consider
manufacturers to be required, under
proposed § 1271.75(a), to screen donors
for the disease and, under proposed
§1271.80(a), to test donor specimens for
the disease agent, even if the disease
agent or disease is not specified in
proposed §81271.3(y), 1271.75, or
1271.85. The agency intends to issue
guidance in the future to interpret the
term “‘relevant communicable disease
agent or disease,” when additional
agents or diseases arise or are identified
that meet the definition under proposed
§1271.3(y).

2. Records of Donor Suitability
Determination (Proposed § 1271.55)

Proposed §1271.55 incorporates
requirements that are now found in (88
1270.21(e) and 1270.33(d) and (f)).
Additional recordkeeping requirements
based on other regulations in part 1270
will be proposed in the future, as part
of CGTP’s.

Under proposed 8 1271.55,
manufacturers would be required to
ship a human cellular or tissue-based
product accompanied by documentation
of the donor-suitability determination.
This requirement would apply to a
human cellular or tissue-based product
from a donor determined to be suitable
as well as to a product from a donor
determined to be unsuitable and made

available for use under the provisions of
proposed § 1271.65(b), (c), or (d).
Manufacturers would be required to
include in the documentation a copy of
the donor’s relevant medical records, as
defined in proposed § 1271.3(v), results
of testing required under §81271.80 and
1271.85, and the name and address of
the establishment that made the donor-
suitability determination. Alternatively,
the documentation may consist of a
summary of records, as defined in
proposed 8§ 1271.3(x). Additional
required documentation would include
a statement whether, based on a review
of the results of donor screening and
testing, the donor has been determined
to be suitable or unsuitable. In the
interest of confidentiality, the agency is
proposing to require that the donor’s
name be deleted from the
documentation of the donor’s suitability
determination that accompanies the
product.

FDA recognizes the potentially
sensitive nature of information about a
human cell or tissue donor that may be
contained in the donor’s relevant
medical records. Nothing in this
proposed rule is intended to modify any
currently applicable Federal, State, or
local regulations regarding
confidentiality. With respect to the
agency’s handling of personal medical
information, the regulations in part 20
(21 CFR part 20) will continue to apply
(see §20.63).

Proposed § 1271.55(b) would impose
record-retention requirements on the
establishment that generates records
used in determining donor suitability
and on the establishment that makes the
donor-suitability determination. These
records must be made available for
authorized inspection by or upon
request from FDA. Records that can be
readily retrieved from another location
by electronic means would be
considered “retained.” FDA envisions
that various methods of recordkeeping
could be employed to meet the terms of
§1271.55(b), so long as suitable reader
and photocopying equipment were
readily available. For example, records
might be retained electronically, as
original paper records, or as true copies,
such as photocopies, microfiche, or
microfilm.

Proposed § 1271.55(b) would require
that records be retained at least 10 years
after the date of implantation,
transplantation, infusion, or transfer of
the product. If that date is not known,
however, then records would be
retained at least 10 years after the
product’s distribution, disposition, or
expiration, whichever is latest.

The agency notes that, given concerns
about TSE transmission from dura
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mater, it may be prudent to hold records
relating to donations of dura mater for
longer than 10 years, although the
optimal period is not known at this
time. The latency period between
receipt of a dura mater graft and onset
of TSE has been reported to be as long
as 16 years (Morbidity and Mortality
Weekly Report, 46:1066, November 14,
1997). If new information should be
obtained in the future about TSE, then
review of the original screening and
testing information about dura mater
donors could be invaluable. The agency
requests comments on whether records
relating to donors of dura mater should
be required to be held for a period
longer than 10 years and what that
period should be.

3. Quarantine Pending Determination of
Donor Suitability (Proposed § 1271.60)

In order to prevent the use of human
cellular and tissue-based products prior
to a donor-suitability determination,
§1271.60 proposes requirements for
guarantine. “‘Quarantine” is defined in
proposed §1271.3(t) as “‘the storage or
identification of a human cellular or
tissue-based product, in order to prevent
improper release, in a physically
separate area clearly identified for such
use, or through use of other procedures,
such as automated designation.”

As provided in proposed § 1271.60,
manufacturers would be required to
keep human cellular and tissue-based
products in quarantine, and clearly
identify such products as being in
quarantine, until completion of the
donor-suitability determination. A
manufacturer who ships a product
before it is available for release or
distribution (as in the case of shipment
by the procurer to the processor) would
be required to ship the product under
guarantine and accompanied by records
identifying the donor, indicating that
the donor-suitability determination has
not been completed, and stating that the
product may not be implanted,
transplanted, infused, or transferred
until completion of the donor-suitability
determination. Donor identification may
be accomplished by assigning a donor
number.

4. Quarantine and Disposition of Human
Cellular or Tissue-based Product From
an Unsuitable Donor (Proposed
§1271.65)

If a donor is determined to be
unsuitable, then under proposed
§1271.65 the manufacturer would be
required to keep in quarantine any
human cellular or tissue-based product
from that donor. In this situation,
gquarantine would require physical
separation of the product from all other

products until it is destroyed, or until it
is used under the provisions of
proposed § 1271.65(b), (c), or (d).

Proposed §1271.65 (b) sets out the
limited circumstances in which the
proposed regulations would not bar the
implantation, transplantation, infusion,
or transfer of human cellular and tissue-
based products from unsuitable donors.
In three situations, the agency is
proposing that the recipient and his or
her physician may decide whether to
use the human cellular or tissue-based
product.

The first exception is for family-
related allogeneic use. Family-related
allogeneic use is defined in §1271.3(c)
of the proposed registration rule as the
implantation, transplantation, infusion,
or transfer of a human cellular or tissue-
based product into a first-degree blood
relative of the individual from whom
cells or tissue comprising such product
were removed. Under the second
exception, a person could choose to
receive a product containing
reproductive tissue from a directed
donor who had been determined to be
unsuitable. (Proposed §1271.3(m)
defines “‘directed donor” as a living
person who is the source of cells or
tissue designated for a specific potential
recipient of a human cellular or tissue-
based product.) The third exception is
for cases where an urgent medical need
exists and is documented. Urgent
medical need is defined in proposed
§1271.3(z) as the situation where no
comparable human cellular or tissue-
based product from a suitable donor is
available and, without the product, the
recipient is likely to suffer serious
morbidity.

However, use in each of these
circumstances is conditioned on
compliance with certain safeguards.
First, in order to protect those people
who may handle the product, the
manufacturer would be required to label
such products with a Biohazard legend.
(A Biohazard legend is shown in
proposed §1271.3(i) and is used to mark
products that present ‘‘a known or
suspected relevant communicable
disease risk.”’) Second, the manufacturer
of the product would be responsible for
documenting that: (1) The physician
using the product was notified of the
results of testing and screening, (2) the
physician authorized the use of the
product, (3) the physician agreed to
explain the communicable disease risks
associated with the product to the
recipient or the recipient’s legally
authorized representative, and (4) the
physician agreed to obtain from the
recipient or the recipient’s legally
authorized representative consent to use
the product. In proposing these

exceptions that would not prohibit, in
certain cases, the use of products from
an unsuitable donor, it is FDA’s
intention to delegate to the potential
recipient and his or her physician the
responsibility for comparing the relative
risks and benefits. The agency
specifically seeks comment on the scope
of the exceptions and the proposed
safeguards that FDA has crafted. For
example, does the exception for directed
reproductive tissue donors provide a
reasonable accommodation for a woman
who wishes to choose the genetic father
of her child? Should the exception be
further broadened to permit a woman to
select an anonymous donor with a
known high risk behavior or,
conversely, does the exception provide
sufficient protection for the woman and
her potential child?

FDA recognizes that, just as there may
be urgent medical situations that might
justify the use of a human cellular or
tissue-based product from an unsuitable
donor, so the need may arise to use a
human cellular or tissue-based product
before the donor-suitability
determination has been completed.
Proposed § 1271.65(c) sets out the
limited, emergency circumstances in
which the proposed regulations would
not prohibit the implantation,
transplantation, infusion, or transfer of
such a product. The emergency
provisions of §1271.65(c) are similar to
those in §1271.65(b), with some
modifications appropriate to the
different characteristics of the situation.
In particular, a product made available
for use pending completion of the
donor-suitability determination must be
accompanied by information on the
status of the required screening and
testing. In addition, § 1271.65(c)
includes the requirement that the donor-
suitability determination be completed
during or after the use of the product,
and that the manufacturer inform the
physician of the results of that
determination.

Under proposed 8§ 1271.65(d),
nonclinical uses of a human cellular or
tissue-based product from an unsuitable
donor would not be prohibited, e.g., use
for educational or research purposes. A
manufacturer would be required to label
a product used under the provisions of
§1271.65(c) as ““For Nonclinical Use
Only” and with the Biohazard legend
shown in proposed §1271.3(i).

D. Donor Screening (Proposed
§1271.75)

The determination of donor-
suitability is based on the results of two
different evaluations: Screening and
testing. Donor screening involves the
review of a variety of possible sources
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of information about the donor that
might indicate that the donor is at risk
for or exhibits clinical evidence of
infection due to a relevant
communicable disease.

1. General Requirements

The requirements for donor screening
are in proposed § 1271.75. Under
proposed §1271.75(a), the manufacturer
would be required to review the
relevant medical records of a donor of
cells or tissue for a human cellular or
tissue-based product for risk factors for
and clinical evidence of relevant
communicable disease agents and
diseases. Relevant medical records are
defined in proposed §1271.3(v) as a
collection of documents that includes a
current donor medical history interview
as defined in proposed §1271.3(0); a
current report of the physical
assessment as defined in proposed
§1271.3(r) of a cadaveric donor or a
physical examination of a living donor;
and, if available, laboratory test results,
medical records, coroner and autopsy
reports, and records or other
information received from any source
pertaining to risk factors for relevant
communicable disease. (The proposed
definitions for “‘relevant medical
records,” “‘donor medical history
interview,” and “‘physical assessment”
have been broadened to refer not only
to HIV and hepatitis but instead to
“relevant communicable disease;” in
other respects, except as otherwise
noted, these definitions are substantially
the same as those currently in §1270.3.)

Under proposed 8 1271.3(v), risk
factors for communicable disease may
include social behavior, clinical signs
and symptoms of a relevant
communicable disease, and treatments
related to medical conditions suggestive
of risk for a relevant communicable
disease. Consistent with the approach
taken in part 1270, the proposed
regulations do not specify risk factors,
as these may change as knowledge of
communicable diseases grows. FDA,
together with CDC, is reviewing the risk
factors for transmission of relevant
communicable diseases in light of
current scientific knowledge. Based on
the results of the review, FDA plans to
specifically describe in a guidance
document risk factors and screening
information to assist manufacturers in
complying with the regulation. A notice
announcing the availability of a draft
guidance document for public comment
will be published in the Federal
Register. The notice will provide
instructions for obtaining copies of the
draft guidance document by mail,
facsimile, and the Internet using the
World Wide Web. FDA plans to issue a

final guidance document on or about the
time of issuance of the final rule.

Under proposed §1271.75(d), an
abbreviated screening procedure may be
used for a living donor who returns to
make subsequent donations and who
has already been screened under
§1271.75(a) and (b). This abbreviated
screening would determine whether any
changes had occurred in the donor’s
medical history since the previous
donation that would make the donor
unsuitable, and would require
documentation of those changes. A
complete donor-suitability
determination procedure would be
required at least once every 6 months.

Under proposed § 1271.3(0), a “‘donor
medical history interview’ means a
documented dialogue with the donor, if
the donor is living. If the donor is not
living or is unable to participate in the
interview, the interview takes place
with an individual or individuals who
are knowledgeable about the donor’s
medical history and relevant social
behavior, such as the donor’s next of
kin, the nearest available relative, a
member of the donor’s household, an
individual with an affinity relationship,
and/or the primary treating physician.
With respect to relevant social behavior,
the definition states that the interview
includes questions about whether or not
the donor met certain descriptions or
engaged in activities or behaviors
considered to place the donor at
increased risk for a relevant
communicable disease.

The current regulations on human
tissue intended for transplantation
contain an exception from the
requirement for a donor medical history
interview for corneas obtained under
legislative consent; i.e., in accordance
with a State law that allows the medical
examiner or coroner to procure corneal
tissue without the consent of the
donor’s next of kin (8§ 1270.21(g)). In
response to numerous comments and
discussions about the tissue interim
rule, FDA acknowledged the need for
flexibility in the procurement of corneal
tissue under legislative consent, and
modified the regulations to accept as
sufficient a physical assessment of the
donor in the absence of a donor medical
history interview (62 FR 40429 at
40437).

The regulations now being proposed
do not contain an exception from the
donor medical history interview for
corneas procured under legislative
consent. FDA recognizes that, when
corneal tissue is procured without the
consent of the donor’s next of kin, a
donor medical history interview with
the donor’s next of kin does not
necessarily occur. However, the agency

notes that the proposed definition of
donor medical history interview would
permit the interview to be conducted
with an individual knowledgeable about
the donor’s medical history and relevant
social behavior (e.g., primary treating
physician) and would not require an
interview with the next of kin. For this
reason, FDA considers that the proposed
regulation and State laws on legislative
consent may coexist, and does not
intend at this time to preempt those
laws. The agency requests that affected
parties submit specific, detailed
comments on any potential conflicts
that might make it impossible to comply
with both this regulation and State laws
on legislative consent.

Requiring a donor medical history
interview for corneas obtained under
legislative consent is necessary to
ensure that the risk of communicable
disease transmission is appropriately
assessed. To prevent the transmission of
communicable disease, adequate donor
screening measures are necessary, even
when approved tests are available.

The necessity of adequate screening
for TSE illustrates the importance of the
donor medical history interview. The
regulations now being proposed would
require TSE screening for all cell and
tissue donors and, in the case of dura
mater donors, a post-mortem physical
assessment for TSE. (In contrast, current
regulations on human tissue intended
for transplantation contained in part
1270 do not require screening or testing
for TSE.) Two recent possible
transmissions of TSE by corneal tissue
have been reported in Japan and
Germany. In addition, three potential
CJD transmissions have been reported in
the United Kingdom, where corneas and
sclera from a donor subsequently
determined to have CID were
transplanted into, and then removed
from, three recipients (Ref. 20). Recent
cognitive changes and abnormalities in
speech and gait are possible indications
of TSE. These and other behavioral
changes that a cell or tissue donor might
exhibit prior to donation would be
expected to be uncovered in the donor
medical history interview, but would be
less likely to turn up during other parts
of the screening process.

2. Specific Communicable Disease
Screening Requirements

Proposed § 1271.75(a)(1) states that
the relevant medical records for a cell or
tissue donor shall be reviewed for risk
factors for and clinical evidence of
infection due to relevant communicable
disease agents and diseases. Proposed
§1271.75(a)(1) specifically lists HIV,
HBV, HCV, and TSE as relevant
communicable disease agents and
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diseases for which such screening is
required. These four disease agents and
diseases are listed as the “minimum”
for which screening would be required;
should a new relevant communicable
disease arise or be identified, the agency
would consider manufacturers to be
required, under proposed
§1271.75(a)(1), to screen for the new
disease as well.

Special concerns arise with respect to
donors of reproductive cells or tissue,
when those cells or tissue are recovered
through methods that could lead to the
transmission of sexually transmitted
and genitourinary diseases.
Accordingly, under proposed
§1271.75(b), if those methods are used,
donor screening would be required for
risk factors for and clinical evidence of
infection due to sexually transmitted
and genitourinary diseases. Certain
methods of recovery, e.g., laparoscopy
to recover oocytes, are not directly
connected with the transmission of
sexually transmitted and genitourinary
diseases, and would not trigger this
requirement.

Special concerns also arise with
respect to potential donors who have
received xenotransplants.
Xenotransplantation is the
transplantation of live cells, tissues,
and/or organs between different species,
such as from a baboon or pig to a
human. Because transplantation
necessitates disruption of the recipient’s
usual protective physical immunologic
barriers, xenotransplantation may
facilitate transmission of known and as
yet unrecognized agents to humans.
These can include unknown
retroviruses, which may remain latent
for a period of time before causing
clinically recognized disease. Concerns
about the potential infectious disease
and public health risks associated with
xenotransplantation have been
discussed at two recent FDA meetings
(Xenotransplantation Advisory
Subcommittee of the Biologic Response
Modifier Advisory Committee,
December 17, 1997, and Blood Products
Advisory Committee, March 19, 1998).

Cells or tissue from a xenotransplant
recipient could potentially contain
infectious agents transmitted by the
xenotransplant. In addition, the cells or
tissues of a person who has been a close
contact of a xenotransplant recipient
could contain infectious agents
originating from the xenotransplant.
Because of the potential severity of the
risk associated with these situations, the
agency is proposing to require, in
§1271.75(a)(2), that medical records be
reviewed to determine whether a
potential donor of cells or tissue has
received a xenotransplant or has been a

close contact of a xenotransplant
recipient. If so, the donor would be
determined to be unsuitable under
proposed §1271.75(c).

FDA is proposing to define
“xenotransplantation” in §1271.3(aa) as
any procedure that involves the use of
live cells, tissues, or organs from a
nonhuman animal source, transplanted
or implanted into a human, or used for
ex vivo contact with human body fluids,
cells, tissues, or organs that are
subsequently given to a human
recipient. Nonliving biological products
or materials from animals, such as
porcine heart valves, porcine insulin,
and bovine serum albumin, have been
used clinically for decades and would
not be considered xenotransplantation
products for purposes of these
regulations. ““Close contacts” of a
xenotransplant recipient would be
defined in proposed § 1271.3(bb) as
household members and others with
whom the recipient participates in
activities that could result in exchanges
of bodily fluids.

E. Donor Testing

In addition to donor screening, the
analysis of donor test results is
necessary for a donor-suitability
determination. Laboratory tests
conducted on specimens collected from
a cell or tissue donor can indicate
whether the donor has evidence of
infection due to a relevant
communicable disease agent or disease.
Proposed §1271.80 sets out the general
requirements for donor testing. Disease-
and product-specific requirements are
in proposed §1271.85.

FDA notes that the proposed
regulations employ the word
‘“screening’ in two different contexts. In
proposed §§1271.80 and 1271.85,
‘*screening test” refers to a laboratory
test to determine exposure to or
presence of a relevant communicable
disease agent. The agency has used the
term “‘screening test” in the past, e.g.,
§1270.21, and considers it to be the
generally recognized term in the
industry and medical community for
this type of initial test. Other sections of
the proposed regulations, e.g., proposed
§1271.75, use the term ““donor
screening” to refer to the review of the
donor’s relevant medical records, as
defined in proposed § 1271.3(v). This
use of ““donor screening” is consistent
with part 1270 and with usage by the
industry and medical community.

1. General Requirements (Proposed
§1271.80)

FDA proposes in § 1271.80(a) to
require that a donor specimen be tested
for evidence of infection due to relevant

communicable disease agents and
diseases, which would include, at a
minimum, those specified in proposed
§1271.85. Proposed § 1271.80(a) states
that a specimen from the mother of a
fetal or neonatal donor would be
acceptable for testing. The proposed
regulation also specifically notes that
the purpose of testing is to adequately
and appropriately reduce the risk of
transmission of relevant communicable
diseases.

Proposed § 1271.80(b) addresses the
timing of the collection of a donor
specimen for testing. The agency
proposes to require that the donor
specimen be collected at the time of
recovery of cells or tissue from the
donor or within 48 hours after recovery.
The agency is concerned that a
specimen collected prior to donation
may not accurately reflect the donor’s
actual exposure to a relevant
communicable disease at the time of
donation. However, the agency
recognizes that there may be certain
instances in which it would be
preferable to analyze a donor specimen
to determine donor suitability in
advance of recovery of cells or tissue.
For that reason, the agency proposes
that, for living donors, a specimen may
be collected up to 7 days prior to
recovery if: (1) Recovery of the cells or
tissue involves invasive procedures or
substantial risk to the donor; (2)
implantation, transplantation, infusion,
or transfer of the recovered cells or
tissue is necessary before results of
testing performed on a specimen
collected at the time of recovery or post
recovery would be available; or (3)
extensive processing of the recovered
cells or tissue is necessary before results
of testing performed on a specimen
collected at the time of recovery or post
recovery would be available.

The agency recognizes that its
proposed requirement on the timing of
collection of donor specimens differs
from testing practices currently
followed by various industry members,
and specifically requests comments on
this proposal. Any comments that
propose an alternative time period
should explain how the proffered
alternative balances the agency’s
concern about the spread of
communicable disease with the
practical concerns relating to the
coordination of donor testing and
donation.

Under proposed §1271.80(c), testing
would be required to be performed
using FDA-licensed, approved, or
cleared donor screening tests in
accordance with the manufacturer’s
instructions, to adequately and
appropriately reduce the risk of
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transmission of relevant communicable
disease agents or diseases. Proposed
§1271.80(c) contains a proviso with
respect to Chlamydia trachomatis and
Neisseria gonorrhea, for which testing of
certain donors of reproductive cells and
tissues would be required under
proposed § 1271.85(c). At this time there
are no FDA-licensed, approved, or
cleared donor screening tests available
for those two disease agents. However,
the agency considers that testing for the
disease agents is essential to prevent
their spread, and that the use of tests
labeled for the detection of those
organisms in an asymptomatic, low-
prevalence population would be
adequate and appropriate until
screening tests are available. Thus, until
such time as appropriate FDA-licensed,
approved, or cleared donor screening
tests are available for these disease
agents, the required testing would be
performed using tests labeled for
detection of the organisms.

Under proposed § 1271.80(d), a donor
whose specimen tests repeatedly
reactive or positive on a test required
under proposed §1271.85 must be
determined to be unsuitable.
(Repeatedly reactive means initially
reactive, then reactive in at least one of
two duplicate tests with the same
manufacturer’s test kit.) Proposed
§1271.80(d)(1)(i) and (d)(1)(ii) set out
two exceptions to this general rule.
Under the first exception, a repeatedly
reactive test for CMV will not make a
donor unsuitable unless additional
testing shows the presence of an active
infection. This exception is being
proposed because, although a donor
with active CMV poses a risk of CMV
transmission, a donor’s past infection
with the virus does not necessarily
present such a risk. The results of CMV
testing would accompany the product,
under proposed § 1271.55(a)(1)(i), or
would be contained in the summary of
records that accompanies the product,
and should be reviewed by the
physician prior to use of the product.
The agency believes that the provision
of information on CMV status in the
materials accompanying the product
will be sufficient to allow physicians to
make informed decisions about the use
of the product in particular patients’
circumstances. The agency specifically
requests comments on this approach.

The second exception is for a donor
whose specimen has tested repeatedly
reactive on a non-Treponemal screening
test for syphilis and negative on a
specific Treponemal confirmatory test.
FDA is proposing this exception
because it recognizes that non-
Treponemal screening tests, which do
not test directly for the disease agent,

frequently provide false-positive results.
Negative results from a Treponemal
confirmatory test, which is more
specific and, thus, more accurate, will
be considered to override an initial false
positive.

Blood loss from a potential donor,
followed by transfusion or infusion,
may result in plasma dilution that
affects test results. Plasma dilution is
defined in proposed §1271.3(s) as a
decrease in the concentration of the
donor’s plasma proteins and circulating
antigens or antibodies resulting from the
transfusion of blood or blood
components and/or infusion of fluids.
Proposed § 1271.80(d)(2) sets out the
requirements for assessing whether a
specimen from a donor from whom
blood loss has occurred is acceptable.
(In the absence of an acceptable
specimen, a donor must be determined
to be unsuitable.) A specimen taken
after blood loss but before the
transfusion or infusion is acceptable. In
addition, in certain instances an
established procedure to calculate
dilution (an algorithm) may be used.
Proposed §1271.80(d)(2) is based
closely on §1270.20(h)(2) and (h)(3).
FDA discussed the provisions of
§1270.20(h)(2) and (h)(3) in the tissue
final rule (see 62 FR 40429 at 40435
through 40436), and the guidance
document that accompanied that rule
contains information on plasma dilution
and algorithms.

2. Specific Requirements (Proposed
§1271.85)

Proposed § 1271.85 sets out specific
requirements with respect to donor
testing. Proposed § 1271.85(a), (b), and
(c) identify the minimum relevant
communicable disease agents for which
testing is required. Proposed
§1271.85(d) contains retesting
requirements for donors of certain
reproductive cells or tissues.

The proposed requirements in
§1271.85(a) cover all cells and tissues
that are not subject to a regulatory
exception from the testing requirement.
Under proposed §1271.85(a), a
specimen from a donor of viable or
nonviable cells or tissue would be
required to be tested for evidence of
infection due to: HIV type 1, HIV type
2, HBV, HCV, and Treponema pallidum.

In addition to the testing required
under proposed §1271.85(a), a donor of
viable, leukocyte-rich cells or tissues
would be required under proposed
§1271.85(b) to be tested for evidence of
infection due to: HTLV types | and I,
and CMV. The agency is proposing to
make the distinction between cells and
tissues that are rich in leukocytes and
those that are not, because the

transmission of certain disease agents,
such as HTLV types | and Il, and CMV,
depends on the presence of viable
leukocytes. Stem cells and reproductive
cells and tissue, e.g., semen, are
examples of leukocyte-rich cells or
tissue. In contrast, FDA does not
consider corneas, skin, heart valves,
dura mater, bone, tendons, ligaments, or
cartilage to be leukocyte-rich. The
agency specifically requests comments
on whether the term “leukocyte-rich”
needs additional clarification.

Proposed § 1271.85(c) would require
testing for donors of reproductive cells
or tissue, in addition to those required
by proposed §1271.85(a) and (b).
Proposed § 1271.85(c)(1) identifies
Chlamydia trachomatis and Neisseria
gonorrhea as relevant genitourinary
disease agents for which testing would
be required. However, testing for
Chlamydia trachomatis and Neisseria
gonorrhea would not be required if the
reproductive cells or tissue are procured
by a method that ensures freedom from
contamination of the cells or tissue by
infectious disease organisms that may
be present in the genitourinary tract.
FDA is requesting comments and
supporting data on whether other
genitourinary disease agents should be
considered relevant.

Proposed §1271.85(a), (b), and (c)
specify that the purpose of testing is to
adequately and appropriately reduce the
risk of transmission of relevant
communicable diseases. Thus, any test
performed under proposed § 1271.85
must be chosen with this purpose in
mind. The regulation specifies that
testing shall be performed using FDA-
licensed, approved, or cleared screening
tests in accordance with the
manufacturers’ instructions.

The following list represents FDA'’s
current thinking on the appropriate
FDA-licensed, approved, or cleared
screening tests that should be used to
adequately and appropriately reduce the
risk of transmission of relevant
communicable disease agents or
diseases:

(1) HIV, type 1: FDA-licensed
screening test for anti-HIV-1:

(2) HIV, type 2: FDA-licensed
screening test for anti-HIV-2:

(3) HBV: FDA-licensed screening test
for hepatitis B surface antigen (HBsAQ);

(4) HCV: FDA-licensed screening test
for anti-HCV;

(5) Treponema pallidum: FDA-cleared
serological test for syphilis;

(6) Human T-lymphotropic virus,
types | and II: FDA-licensed screening
test for anti-HTLV I/1l; and

(7) Cytomegalovirus: FDA-cleared test
for anti-CMV.
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In the case of HBV, there are two
types of screening test: A test for the
surface antigen and a test for the core
antibody. Currently, the appropriate test
to reduce the possibility of transmission
of HBV to a recipient is the surface
antigen test because it is a marker of
infectivity. Thus, “FDA-licensed
screening test for HBSAQ’ appears on
the previous list as an example of a test
to be performed for the HBV virus.
Testing for the core antibody alone
would not accurately evaluate the donor
for the possibility of transmission,
because the core antibody test could be
negative and the donor could still be
infectious. Active infection at the time
of donation can only be adequately
evaluated with the use of the surface
antigen screening test, which, if
repeatedly reactive, indicates early or
chronic HBV infection.

It should be noted that, if the
establishment determining the
suitability of the donor is aware of any
repeatedly reactive screening test for a
relevant communicable disease agent
that indicates the possible presence of a
relevant communicable disease,
whether or not the test is the one best
suited to adequately and appropriately
reduce the risk of disease transmission,
then the donor of the cellular or tissue-
based product must be determined to be
unsuitable under proposed
§1271.80(d)(1). For example, a
repeatedly reactive core antibody test
for HBV, although not required, would
make the donor unsuitable.

Proposed §1271.80(d) would require
retesting of the donor at least 6 months
after the date of donation of
reproductive cells or tissues that can
reliably be stored. Cells or tissues that
can reliably be stored are those that
maintain function and integrity during
storage; some examples include
spermatozoa and sperm progenitor cells.
The retesting requirement is designed to
address the “window period” between
the time of infection and the presence
of detectable levels of antibodies to
communicable diseases and agents such
as HCV. Testing would not be complete,
and thus a donor-suitability
determination could not be made, until
the completion of the second round of
tests. Under proposed § 1271.60(a),
quarantine for these products would last
a minimum of 6 months, until
completion of testing. For donors of
reproductive cells and tissues that can
be reliably stored, FDA considers HBV
core antibody screening test to be the
most adequate and appropriate retest for
HBV.

For all other banked tissue and cells
from living donors, FDA recommends
but does not propose to require that,

where appropriate and feasible, all
donors (or mothers of fetal or neonatal
donors) be retested 6 months after
donation and that the banked cells and
tissue be kept in quarantine pending
retesting.

3. Dura Mater

CJD, a type of TSE, is a rare, but
invariably fatal, degenerative disease of
the central nervous system
characterized by progressive dementia.
Recent reports link the transmission of
CJD to recipients of human cadaveric
dura mater, particularly allografts
manufactured by one company prior to
1987. Thus, FDA proposes to require, in
§1271.85(e), that an assessment be
performed for donors of dura mater to
detect evidence of TSE.

On March 27, 1997, the World Health
Organization (WHO) recommended a
ban on the use of human dura mater as
an implant because of reports of CID in
a limited number of recipients. Since
FDA had established safeguards and
guidelines in 1990 to minimize the
possibility of such infections, the
agency announced on March 31, 1997,
that it would not restrict the distribution
of FDA-cleared dura mater allografts.

On October 6, 1997, FDA'’s
Transmissible Spongiform
Encephalopathy Advisory Committee
(TSEAC) discussed the existing
safeguards and additional safeguards
that needed to be in place to prevent the
transmission of CJD by human cadaveric
dura mater. The TSEAC’s
recommendations were transmitted to
industry through an FDA letter to
manufacturers on March 6, 1998. After
comments were received, FDA revisited
the issues with TSEAC on April 16,
1998. Based upon the recommendations
of the TSEAC at this meeting, the
following represent proposed
procedures for complying, at the present
time, with the testing requirements of
proposed §1271.85(e) and the screening
requirements of proposed
§1271.75(a)(4).

After the dura mater has been
removed, a full brain autopsy of the
donor of dura mater, including gross
and histological examination, should be
performed by a qualified
neuropathologist, to identify evidence of
TSE changes. Testing to detect protease-
resistant prion protein (PrP—RES) either
by immunohistochemistry or Western
Blot, is currently a research
(investigational use) tool, as there is no
FDA-approved or validated test for
screening TSE in brain tissue. However,
a negative test is considered significant
in increasing the level of confidence
that the brain and the dura mater are
free of TSE. FDA encourages validation

of this test. Manufacturers should
continue to monitor scientific
developments and should incorporate
this test if and when it becomes
approved for this intended use.

Donors of dura mater should be
subject to a consistent screening
protocol, including a donor medical
history interview that includes
questions relevant to TSE risk, as
mentioned in the human tissue
guidance.

FDA intends to address other
recommendations of the TSEAC in
future proposed regulations on CGTP’s.
These include a standard protocol for
procuring dura mater, prevention of
cross-contamination, use of either a
NaOH protocol or other procedure that
has been validated to reduce infectivity
while preserving clinical utility,
archiving of a sample of brain and dura
mater tissues, and recordkeeping and
tracking requirements.

4. Corneal Tissue

The possibility that corneal tissue
may transmit TSE is discussed in
section 111.D.1 of this document.
Although the agency is proposing to
require that, for donors of dura mater,
an assessment designed to detect
evidence of TSE be performed, the
recommended method of accomplishing
this assessment involves a full brain
autopsy, including gross and
histological examination, and definitive
results are not available for several
weeks. At present, this type of testing
does not appear feasible for cornea
donors, because under present
conditions of storage in the United
States, corneas must be transplanted
within days of procurement in order to
maintain their integrity and function.
The agency requests comment on the
feasibility of testing for TSE in donors
of corneal tissue.

F. Exceptions (Proposed §1271.90)

1. Exceptions From the Requirement for
a Donor Suitability Determination

Proposed §1271.90(a) identifies two
situations in which a determination of
donor suitability would not be required.
In the case of banked cells and tissues
for autologous use, cells and tissues are
removed from a patient and stored for
later use in the same patient. Because
the risk of the patient’s contracting a
new communicable disease from cells or
tissues taken from his or her own body
is extremely low, FDA is not requiring
communicable disease testing or
screening. (Any handling and storage
requirements for such cells or tissue
may be addressed later, in the proposed
CGTP regulation.) However, as a general
safety measure, FDA recommends that
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autologous donors be subjected to the
same testing and screening as proposed
under 881271.75, 1271.85, and 1271.90
for allogeneic donors of comparable
human cellular or tissue-based
products.

The second situation in which FDA is
recommending but not requiring testing
is for reproductive cells or tissue
donated by a sexually intimate partner
of the recipient. In this case, the
recipient will likely have been routinely
exposed to the donor’s semen or other
body fluids. Although some screening
and testing of the donor and recipient
may be appropriate, FDA believes that
this should be the responsibility of the
attending physician and the donor and
the recipient.

2. Labeling Requirements

Although screening and testing would
not be required in the two above
situations, FDA is proposing certain
labeling requirements.

In order to protect those people who
may handle the human cellular or
tissue-based product, the manufacturer
would be required to label a product as
“NOT EVALUATED FOR INFECTIOUS
SUBSTANCES” unless all donor
screening and testing applicable to a
comparable human cellular or tissue-
based product under proposed
§§1271.75, 1271.80, and 1271.85 are
performed. Thus, if screening and
testing results are negative, but not all
of the testing and screening that would
be required under proposed §81271.75,
1271.80, and 1271.85 are performed,
then the product would be labeled
“NOT EVALUATED FOR INFECTIOUS
SUBSTANCES.” However, if any
screening or testing is performed, and
the results indicate the presence of
relevant communicable disease agents,
or risk factors for and/or clinical
evidence of relevant communicable
disease, then the product would be
labeled with the Biohazard legend
shown in proposed §1271.3(i).

In addition, the manufacturer would
be required to label autologous banked
cells and tissues as “FOR
AUTOLOGOUS USE ONLY.” Such a
label would help prevent inadvertent
allogeneic administration.

G. Drug and Device Amendments
(88210.1, 210.2, 211.1, 820.1)

As discussed in section | of this
document, FDA proposes to require that
manufacturers of human cellular or
tissue-based products regulated as
drugs, medical devices, and/or
biological products comply with the
donor-suitability procedures now being
proposed. In a future proposed
rulemaking, the agency plans to propose

CGTP’s that would be applicable to
these products, as well. The donor-
suitability and CGTP procedures would
be considered part of CGMP
requirements for drugs and the Quality
System for devices. In order to
incorporate these new procedures, FDA
is proposing to amend parts 210 and 211
with respect to human cellular and
tissue-based products regulated as drugs
and/or biological products and part 820
with respect to human cellular and
tissue-based products regulated as
devices.

FDA proposes to amend §210.1 by
adding new paragraph (c), which would
contain the requirement for compliance
with the donor-suitability procedures
proposed in part 1271 subpart C and the
current CGTP procedures to be
proposed in part 1271 subpart D as part
of the GMP requirements, and which
would state that failure to comply with
those or other CGMP’s would adulterate
the product. (References to the
requirements in proposed part 1271 are
also proposed to be added to §8210.2
and 211.1, to bring those regulations in
conformity with the changes in §210.1.)
Comparable amendments are being
proposed for §820.1 to achieve the same
result with respect to human cellular
and tissue-based products regulated as
devices.

IV. Analysis of Economic Impacts

FDA has examined the impacts of the
proposed rule under Executive Order
12866, under the Regulatory Flexibility
Act (5 U.S.C. 601-612), and under the
Unfunded Mandates Reform Act (Public
Law 104-4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The Regulatory
Flexibility Act requires agencies to
analyze whether a rule may have a
significant impact on a substantial
number of small entities and, if it does,
to analyze regulatory options that would
minimize the impact. The Unfunded
Mandates Reform Act requires that
agencies prepare a written statement
under section 202(a) of anticipated costs
and benefits before proposing any rule
that may result in an expenditure by
State, local, and tribal governments, in
the aggregate, or by the private sector, of
$100 million (adjusted annually for
inflation in any one year).

The agency believes that this final
rule is consistent with the principles
identified in Executive Order 12866.

OMB has determined that the final rule
is a significant regulatory action as
defined by the Executive Order and so
is subject to review. Because the rule
does not impose mandates on State,
local, or tribal governments, or the
private sector, that will result in an
expenditure in any one year of $100
million or more, FDA is not required to
perform a cost-benefit analysis
according to the Unfunded Mandates
Reform Act.

The Regulatory Flexibility Act
requires agencies to prepare a
Regulatory Flexibility Analysis for each
rule unless the agency certifies that the
rule will not have a significant
economic impact on a substantial
number of small entities. As explained
in section IV.C of this document, the
agency believes that most of the
facilities would not be significantly
affected by the proposed rule because
they are already performing the
infectious disease screening and testing
and recordkeeping that is being
proposed. However, FDA does not have
sufficient data to characterize the size
distribution and other relevant features
of small entities involved in
reproductive tissue and the impact on
these entities is uncertain. FDA has
therefore prepared an Initial Regulatory
Flexibility Analysis.

A. Objectives and Basis of the Proposed
Action

FDA is proposing this action as the
next step in the regulation of the rapidly
evolving industry of human cellular and
tissue-based products. This proposed
rule focuses on the first of three general
areas of regulation proposed in the
approach to cellular and tissue-based
products, i.e., preventing unwitting use
of contaminated tissues with the
potential for transmitting infectious
diseases such as AIDS and hepatitis.
While acting to increase the safety of the
nation’s supply of human cellular and
tissue-based products, FDA is proposing
regulations that would avoid
unnecessary requirements. The agency
has designed the screening and testing
regulations for the specific type and use
of each cellular or tissue-based product
that would minimize regulatory burden
while maintaining safety.

In this rulemaking, the agency is
proposing to broaden its regulatory
oversight over all human cellular and
tissue-based products, including
reproductive cells and tissue. This
action is focused on the prevention of
diseases transmitted by specific cellular
or tissue-based products by
implantation, transplantation, infusion,
or transfer of any cellular or tissue-
based product. For example, FDA is
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now proposing to require cell and tissue
donors to be tested for syphilis and
screened for TSE. Donors of viable,
leukocyte-rich cells or tissue would also
be tested for HTLV types | and Il, and
CMV. Because communicable disease
agents can be transmitted by semen and
other genitourinary secretions, FDA is
proposing to require that donors of
reproductive cells and tissue be
screened and tested for sexually
transmitted diseases. FDA proposes to
amend the existing CGMP regulations
for drugs and devices to incorporate the
screening and testing requirements in
proposed part 1271 subpart C. FDA is
relying on the authority provided by
section 361 of the PHS Act to issue
regulations to prevent the spread of
communicable disease, as well as its
authority under the act to issue CGMP
regulations (21 U.S.C. 351(a)(2)(B) and
(h) and 360j(f)(1)). FDA has reviewed
related Federal rules and has not
identified any rules that duplicate,
overlap, or conflict with the proposed
rule.

B. The Type and Number of Entities
Affected

The proposed rule would require
manufacturers of human cellular and
tissue-based products, including human
tissue intended for transplantation, to
screen and test donors of cells and
tissue used in those products. The rule
would require that donors be screened
and tested for risk factors for and
clinical evidence of relevant
communicable disease agents and
diseases. The proposed rule would
apply to a range of activities conducted
at facilities such as tissue banks, blood
banks, eye banks, semen banks,
infertility treatment facilities, and cord
blood banks. However, the number of
entities that would be required to
comply with this proposal is difficult to
ascertain because the agency has not
previously regulated certain human
cellular and tissue-based products.
Although the agency has proposed to
require manufacturers of human cellular
and tissue-based products to register
and list their products and to identify
their manufacturer steps, this
information will not be available for
some time. Consequently, the agency’s
estimates rely heavily on information
obtained from various trade
organizations related to the human
cellular and tissue-based industry.

As shown in Table 1 of this
document, the estimated numbers of
facilities affected by the proposed rule
are derived from varied industry
sources. The Eye Bank Association of

America (EBAA) represents about 108
eye banks, which are estimated to be
about 95 percent of eye banks in the
United States. The American
Association of Tissue Banks (AATB)
lists approximately 60 accredited tissue
banks and projects an additional 40 to
60 members not accredited. As of May
1998, CBER has record of 132 registered
blood bank facilities listing “‘stem cell”
as a type of product or establishment.
The National Marrow Donor Program
(NMDP), which includes establishments
that recover peripheral blood stem cells,
lists approximately 101 donor centers
(these establishments are associated
with the American Association of Blood
Banks (AABB) or the Foundation for the
Accreditation of Hematopoietic Cell
Therapy (FAHCT)). Although there is no
single national organization that keeps
track of the number of facilities for
umbilical cord blood banking, FDA
estimates that there are approximately
25 cord blood banks currently operating
in the United States. These facilities
would also seek accreditation through
FAHCT or AABB.

In addition, the proposed rule would
apply to facilities involved with
reproductive tissue, primarily fertility
centers and sperm banks that collect
and process donor oocytes or donor
sperm. The American Society of
Reproductive Medicine (ASRM) has a
membership of approximately 300
fertility centers, about 280 of which
have provided reports to the 1995
Society for Assisted Reproductive
Technology (SART) registry. The ASRM
also has a 1996 list of approximately
110 sperm banks operating in the
United States. Although ASRM has
published guidelines for donor
screening and other aspects of oocyte
donation, and for therapeutic donor
insemination, ASRM does not exercise
oversight or provide accreditation of
facilities that collect donor tissue or use
these tissue products in infertility
treatment.

C. Nature of the Impact

The proposed rule includes
requirements for donor screening, donor
testing, recordkeeping and quarantine of
cells and tissue. Donor screening would
involve the review of relevant medical
records to include a medical history
interview (particularly pertaining to
communicable disease risk), a current
report of a physical assessment for
cadaveric donors, and a physical
examination for living donors. For
living repeat donors, a complete donor-
suitability determination procedure
would be required at least once every 6

months. The proposed rule would
require that a donor specimen be tested
for evidence of infection due to relevant
communicable disease agents and
diseases, with testing conducted within
a specified time of recovery of cells or
tissue. In general, a donor may be
determined suitable if free from risk
factors for and clinical evidence of
infection due to relevant communicable
disease agents and diseases, and if the
required testing is negative or
nonreactive.

The proposed rule would also require
recordkeeping of donor-suitability
determinations. Manufacturers would
be required to ship human cellular and
tissue-based products accompanied by
documentation of donor-suitability
status, including a copy of the donor’s
relevant medical records, results of
required testing and the name and
address of the establishment that made
the suitability determination. The
proposed rule requires that
establishments that generate records
used in donor-suitability determinations
retain those records for at least 10 years
after the date of the product’s use or
distribution. The proposed rule would
also require that cell and tissue-based
products be quarantined until a
determination of donor suitability is
made, and that products be clearly
labeled as under quarantine during that
period. The rule would hold
manufacturers responsible for the
appropriate labeling and documentation
of cells or tissue from a donor who is
found to be unsuitable.

The extent of the economic impact is
expected to be minor for most of these
establishments, because the leading
industry associations have already
established standards for screening that,
in most cases, meet or exceed the
criteria specified in the proposed rule;
and because existing FDA regulations
already apply to certain human tissue
intended for transplantation (see part
1270). Table 1 of this document lists the
types of donor cells and tissue that will
be affected by the proposed rule and the
associated facilities that collect and
bank these tissue products. Table 1 also
provides estimates of the number of
establishments affected by the proposed
rule and the estimated percentage of
establishments already in compliance
with current industry standards for
donor screening and testing. The lists of
specific donor screening and testing
requirements proposed by FDA can be
compared with those currently required
by the industry associations.
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TABLE 1.—TYPE AND NUMBER OF ESTABLISHMENTS AFFECTED AND PERCENTAGE ALREADY IN COMPLIANCE WITH
INDUSTRY STANDARDS FOR DONOR SUITABILITY SCREENING AND TESTING

Type of Human Donor Tissue

Type of Entities Affected (and Es-
timated Total Number)

Relevant Industry Association
Standards Compared to FDA Pro-
posed Regulations

Estimated Percent Entities in
Compliance with Industry Stand-
ards

Nonreproductive Tissue

Eye tissue

Pericardium, dura mater, heart
valves, skin allograft, bone
allograft, other viable

Stem cells; peripheral blood

Stem cells; umbilical cord blood

Eye banks
108 EBAA members (114 total)

Tissue banks
60 AATB members (110 total)

Marrow donor centers

132 FDA registered facilities
donor centers (101 total)
collection centers (114 total)

Cord blood banks (25 total)

posed
(s1,s2,s3)
(t1,t2,t3,t5)2
EBAA
(s1 through s3)*
(t1 through t3)2

posed
(s1 through s3)*
(t1,t2,t3,t5)2
AATB
(sl through s3)t
(t1 through t5)2
FDA proposed
(s1 through s3)*
(t1 through t6)2
AABB/FAHCT
(s1 through s3)*
(t1 through t6)2
FDA proposed
(s1 through s3)*
(t1 through t6)2
AABB/FAHCT
(sl through s3)*
(t1 through t6)2

21 CFR part 1270 and FDA pro-

21 CFR part 1270 and FDA pro-

100%

100%

100%

100%

Reproductive Tissue

Donor oocyte, embryos

total)

Donor sperm

total)

ART facilities & associated labs
281 in 1995 SART report (300

Sperm banks
4 in 1996 AATB survey (110

FDA proposed
(s1 through s3)t
(t1,12,13,t5)2
ASRM, CAP
(st
(t1,t2,t3,15)2
FDA proposed
(s1 through s3)t
(t1 through t8)2
AATB

(s1 through s3)
(t1 through t8)2
ASRM

(s1)*
(t1,12,13,15,t7,t8)2

Unknown

10% Unknown

1Screening for: s1: HIV, s2: hepatitis, s3: CID

2| aboratory Tests: t1: anti-HIV-1-2, t2: anti-HCV, t3: HBsAg, t4: anti-HTLV-1, t5: syphilis, t6: CMV, t7: Neisseria gonorrhea, t8: Chlamydia

trachomatis

Based on communications with
representatives of several industry
associations and facility managers, FDA
estimates that the number of facilities
currently in compliance with industry
standards for donor screening and
testing approaches 100 percent for
several affected types of tissue product.
Facilities handling reproductive tissue
are the primary exception to this
finding, and also represent the greatest
area of uncertainty for this analysis.
There is currently no single reliable
source of information on fertility center

or sperm bank compliance with AATB
standards or ASRM guidelines. A small
percentage of sperm banks are members
of the AATB and are known to comply
with that organization’s requirements
for screening and testing, but little is
known about the standards for screening
used at other facilities. Because this
information is essential for the
estimation of economic impact, FDA
requests detailed industry comment on
current donor screening and testing
practices in these facilities.

In addition to the proposed donor
screening and testing, the proposed rule

is expected to require facility staff time
to align current quarantine, sample
labeling and recordkeeping systems
with the requirements of the proposed
rule. As shown in Table 2 of this
document, all of the industry
associations already specify
requirements for these procedures. With
the exception of facilities handling
reproductive tissue, the current industry
standards adopted by most facilities are
at least as stringent as those included in
the proposed rule.
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TABLE 2.—CORRESPONDENCE OF FDA-PROPOSED REQUIREMENTS TO CURRENT INDUSTRY STANDARDS FOR SPECIMEN
QUARANTINE, LABELING, AND RECORDKEEPING

FDA-Proposed AATB Current EBAA Current AABB Current FAHCT Current ASRM Current
Quarantine X1 Xt Xt X1 Donor sperm; not oo-
cyte
Labeling X1 X1 X1 X1 X1
Record Retention X1 X1 X1 X1 Recommended; not
required

1 “X"” means corresponds.

Due to the disparity in the amount of
available information and the potential
impact of the rule on nonreproductive
versus reproductive tissue
establishments, these two broad
categories of tissue establishments are
treated separately in the impact analysis
that follows.

1. Impact on Nonreproductive Tissue
Establishments

(a) Impact of donor screening and
testing. As summarized in Table 1 of
this document, most nonreproductive
tissue establishments are already in
compliance with the proposed FDA
donor screening and testing
requirements, as a result of following
their own industry association
standards and FDA current regulations.
The cost of compliance with these
provisions will be minimal for these
establishments.

(b) Impact of recordkeeping and tissue
gquarantine. The burden of
recordkeeping and tissue quarantine
requirements will reflect the staff time
needed to compare current
recordkeeping and facility procedures
with those required by the proposed
standard and to make modifications
where needed in current facility
procedures. Such changes are expected
to be minor for most nonreproductive
tissue establishments.

FDA estimates that it would take
approximately 8 to 40 hours to compare
the proposed regulations against a
facility’s current standards. This process
would be performed by a staff person
who acts as a regulatory reviewer, a
supervisor, or a manager of quality
assurance. Assuming a labor cost of $40
per hour, this standards reconciliation
effort would result in a one-time cost
per facility ranging from $320 to $1,600.
Applying this range of cost per facility

to the approximately 380
nonreproductive tissue facilities yields a
potential impact that ranges from
$121,600 to $608,000.

2. Impact on Reproductive Tissue
Establishments

(a) Impact of donor screening and
testing. As indicated in Table 1 of this
document, the current rate of
compliance with industry standards is
unknown among reproductive tissue
establishments. Thus, FDA cannot
develop a precise estimate of regulatory
costs. As an upper bound figure,
however, FDA assumed that 100 percent
of facilities involved with oocyte
donation and 80 percent of sperm banks
would need additional screening and
testing. Although the out-of-compliance
sperm banks constitute a majority of the
firms in that industry, they are primarily
small operations that are estimated to
serve only 5 percent of all sperm
donors.

(i) Oocyte Donor Screening and
Testing. The estimated impact of the
proposed rule on establishments
involved in oocyte donation is based on
1995 data reported by SART, an
organization of assisted reproductive
technology providers affiliated with
ASRM. Approximately 70 percent of
ART centers reporting in 1995 had
performed at least one cycle of ART
with donor eggs. In 1995, donor eggs
were used in approximately 8 percent of
all 59,800 ART cycles, or 4,783 cycles.
(Although 78 percent of those cycles
used fresh embryos, the proposed
quarantine rules would likely
necessitate the use of frozen embryos in
all donor cycles, with some potential
associated reduction in the success rate
per donor in vitro fertilization (IVF)
cycle (Ref. 1). FDA believes that all
infertility treatment centers already

conduct medical exams and history-
taking and perform some laboratory
testing prior to egg retrieval for any
potential oocyte donor. Compliance
with the proposed standard, however,
may entail adding some additional
blood testing and screening questions to
the interview.

The cost of additional blood work
(including HIV 1-2, hepatitis B, hepatitis
C, and syphilis) is estimated at about
$123 per donor (Ref. 2). The additional
time to interview and record
information in donor screening is
estimated to cost about $37, based on
the assumption that approximately half
of the required screening is already
being done, and the estimated cost of a
full health history interview is $75
($370%75/2) (Ref. 3). Thus, the
additional cost per donation is
estimated at $160 ($123 + 37). Based on
a reported cost of $11,868 (Ref. 4) per
donor oocyte cycle, this cost translates
to a 1.3 percent increase (($160
+$11,868)/$11,868) in the cost of
therapy per cycle.

The cost of screening egg donors will
depend on the number of donor cycles
attributable to each screened donor. If
each donor contributes eggs for only one
cycle, and the rejection rate is low
(assumed to be 0.57 percent, which is
the estimated prevalence rate of HBSAG
positivity among parturient women)
(Ref. 5), the number of donors to be
tested would be 4,810 (4783/(1—-
0.0057)). If each donor contributes eggs
for two donor cycles, the number of
donors to be screened would be 2,405.
These alternative assumptions imply a
total cost to U.S. facilities involved in
oocyte donation of from $386,000 to
$772,000 per year, as shown in Table 3
of this document.

TABLE 3.—ALTERNATIVE OOCYTE DONATION SCENARIOS AND ASSOCIATED DONOR SCREENING COSTS

Screen/Test Cost Per Donor
$123.40 + $37.00 = $160.40

2 ART Cycles Per Donor = 2,405
$386,000 ($160.40 x 2,405 = $385,762)

1 ART Cycle Per Donor = 4,810 Donors
$772,000 ($160.40 x 4,810 =$771,524)
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(ii) Sperm donor screening and
testing. The agency has conducted an
extensive search for current information
on the extent of infectious disease
screening for sperm donors, but has
found little current information
available. The Congressional Office of
Technology Assessment (OTA)
conducted a survey of establishments
involved in sperm donation in 1987,
and found that all commercial banks
surveyed performed routine screening
and testing for HIV, but only 45 percent
of private physicians included this
screening. The most recently available
data includes a list of approximately
110 commercial sperm banks developed
by ASRM in 1996, and a 1996
registration survey of the AATB that
includes data for 4 sperm banks. The
agency is aware that some sperm banks
that have applied, but are not yet
accredited members of AATB, are
nonetheless following AATB standards.
It is also likely that some other facilities
have informally adopted AATB
standards. This analysis assumes that all
sperm banks currently perform HIV
screening and testing, as reported by
OTA in 1987, and a smaller percentage
of facilities additionally follow all
AATB screening and testing standards.

Based on recent conversations with
sperm banking industry experts, FDA
estimates that the largest 20 sperm
banks account for approximately 95
percent of the commercial production of
donor sperm, and that these facilities
are compliant with AATB standards for
donor screening and testing. The agency
analysis therefore assumes that the 20
largest facilities, which account for most
industry production, will experience
minimal impact; while the remaining 90
facilities, which have extremely small
volumes of production, will be more
significantly affected. The very small
sperm banks are described by an
industry expert as typically functioning
within a physician office practice (e.g.,
that of an obstetrician or gynecologist).
The sperm banking in these facilities is
generally offered as an additional
service to patients receiving fertility
treatment, and is not the primary line of
business within these establishments.

The total estimated cost of the
proposed screening and testing
procedures for sperm banking facilities
is based on the number of sperm donors
who would require screening and
testing, and their respective unit costs.
Due to the lack of data on the actual
number of sperm donors, the agency
estimated the number based on
projected therapeutic donor
insemination TDI demand. The level of
TDI demand has likely changed over
time, with advances in treatment for

male factor infertility. For example, the
development of intracytoplasmic sperm
injection ISCI used in conjunction with
in vitro fertilization has enabled some
couples to forego TDI in favor of ISCI
using the male partner’s sperm (Ref. 6).
In 1985, an estimated 70,000 women per
year received TDI (Ref. 7), compared to
an estimated 171,000 women who
reported ever receiving artificial
insemination with donor sperm, in the
National Survey of Family Growth
(NSFG) conducted in 1995. If the NSFG
respondents referred only to experience
over the past 5 years, this would
translate to approximately 34,200
women receiving TDI per year.
Assuming an average of three cycles of
therapy per patient per year, these data
yield an estimated demand for TDI
donor units of approximately 102,600
units per year. This figure is consistent
with an industry expert estimate of
current U.S. TDI production of 100,000
units per year.

Clinical literature indicates that most
sperm donor attrition occurs prior to the
blood testing stage of donor screening.
For example, in one study of donor
recruitment in which the clinic
followed AATB and ASRM standards, of
the total of 199 potential donors initially
recruited, 174 were rejected; 172 of
whom were rejected before blood
testing, with only 2 (1 percent) rejected
based on the blood test results (Ref. 8).
Based on these findings, the agency
assumes that the number of donors who
will require infectious disease testing is
approximately equal to the number of
donors needed to supply the level of
demand for TDI. Thus, FDA'’s estimate
is based on the previous TDI unit
demand combined with the maximum
number of births per donor suggested in
ASRM guidelines (Ref. 9), the average
delivery rate per cycle of intrauterine
insemination, an assumed 10 donated
specimens per donor per year, and 4
donation units per donor specimen (Ref.
10). These factors yield an estimated
2,565 donors required per year.
Assuming that the number of donors
already screened and tested is
proportionate to the volume of
production accounted for by facilities
compliant with AATB standards, FDA
estimates that approximately 5 percent
of all donors (0.05 x 2,565 = 128), or 128
donors per year, may need to be newly
screened and tested to meet the
requirements of the proposed rule.

The screening cost per donor is
assumed to include an initial medical
history and physical, a 6-month
followup exam, and an abbreviated
screening at the time of each donation.
Based on rates published on the Internet
(Ref. 3), the agency estimates that a full

medical exam may cost $175, a less
extensive followup exam will cost
approximately $75 (a published fee for
a health history review), and the
abbreviated screening at the time of
each donation will cost approximately
$15 (i.e., one-fifth of the time required
for a full history review). One repeat
donor visit per year is assumed. Thus,
the total cost of this screening is
estimated to be $265 per year per donor.

The lab tests for prospective donors
include those listed in Table 1 of this
document, with 6-month followup
blood tests for hepatitis B and C, HTLV-
1, and syphilis. The cost of additional
testing, based on screening test fees
published on the Internet (Ref. 2), is
$230.16 for initial complete blood
testing, plus $123.40 for followup blood
testing after a 6-month quarantine
period, plus $113.30 for bacterial
testing. The total cost of the additional
lab work is estimated to be $467 per
donor per year ($230.16 + $123.40 +
$113.30 = $466.86). Because these
estimates are based on charges to facility
clients, they are likely to represent an
upper bound on actual facility costs.
Using these figures, the estimated total
industry cost per year is approximately
$94,000 (128 x ($265 + $467) = $93,696).

(b) Impact of donor recordkeeping
and tissue quarantine. The impact of
recordkeeping and tissue quarantine for
reproductive tissue establishments will
reflect the staff time required for: (1) A
one-time review and modification of
current recordkeeping and facility
procedures to bring them into alignment
with the proposed standard, and (2) on-
going, expanded practices for each
donor who undergoes screening and
testing to meet the requirements of the
proposed rule.

FDA estimates that the one-time
review and alignment of current facility
procedures will require approximately 8
to 40 hours at each facility. As with
nonreproductive tissue facilities, this
process would be performed by a
regulatory affairs analyst, a supervisor,
or a manager of quality assurance.
Assuming a labor cost of $40 per hour,
this standards reconciliation effort
would result in a one-time cost per
facility ranging from $320 to $1,600.
This estimate corresponds to a total one-
time cost for all reproductive tissue
facilities that ranges from $131,200
($320 x (300 + 110)) to $656,000 ($1,600
X (300 + 110)).

The recurring requirements for tissue
quarantine, labeling, recordkeeping and
record retention at reproductive tissue
facilities are based on the estimated staff
time needed to create and retain records
of medical history, screening
information, and lab testing for each
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prospective donor from whom
specimens are collected. The records
must comply with the information
requirements of the proposed rule and
are estimated to require approximately 4

hours per donor per year of clerical staff
time, with an assumed labor cost of $24
per hour for clerical staff ($96 per donor
per year). Table 4 of this document
summarizes the potential range of

recurring costs for all reproductive
tissue facilities. As shown, the
estimated costs range from $243,000 to
$474,000, depending on the assumed
number of donors.

TABLE 4.—RANGE OF RECURRING COSTS FOR REPRODUCTIVE TISSUE

128 sperm donors
1 cycle per egg donor

$243,000

((128 + 2,405) x $96 = $243,168)

128 sperm donors
2 cycles per egg donor

$474,000

((128 + 4,810) x $96 = $474,048)

The size and range of these estimates
reflects the agency’s current lack of
information about typical donor
practices for reproductive tissue. If a
higher rate of donation per donor is
typically achieved by facilities,
compared to that assumed in this
analysis, the additional cost burden may
be much lower than these estimates
would indicate. More generally, if the
current level of facility donor screening
and recordkeeping is more stringent
among reproductive tissue facilities
than assumed in this analysis, the
overall cost of compliance with the
proposed rule will be lower than these
preliminary estimates suggest.

Uncertainty about current practice
and the level of compliance results in
range estimates of the cost impact of the
proposed rule. However, because most
industry sectors already follow industry
standards requiring donor testing and
screening, the overall impact is

expected to be small. Table 5 of this
document provides a summary of the
impacts across the different industry
sectors included in the analysis. The
total annualized cost for the 380
nonreproductive tissue facilities is
estimated to range from $17,000 to
$87,000, reflecting agency uncertainty
about the extent of effort devoted to one-
time review and alignment of existing
standard operating procedures with the
proposed donor screening rule
provisions. This translates to an average
cost of $45 to $229 per facility.

The annualized cost of compliance for
the ART industry ranges from
approximately $631,000 to $1.302
million, reflecting current uncertainty
about the number of oocyte donors and
the number of donations per donor per
year. These costs translate to an average
cost of approximately $2,103 ($631,000/
300) to $4,340 ($1,302,000/300) per
facility per year. In general, assumed

higher rates of donation per year, or a
lower number of total donor oocyte
cycles per year, will result in lower
industry costs. By the same token, lower
rates of donation per donor, or higher
total donor cycles performed per year,
will result in higher donor screening
costs.

The total annualized cost impact on
the sperm banking industry is based on
an estimated TDI demand of
approximately 102 thousand units per
year, and assumed current compliance
of the top 20 commercial banks, which
account for approximately 95 percent of
industry production. The total
annualized costs range from
approximately $111,000 to $131,000.
These industry totals yield an average
annualized cost range of $1,234
($111,000/(110-20)) to $1,456
($131,000/(110-20)) per facility
estimated to be noncompliant with the
proposed standard.

TABLE 5.—DONOR SUITABILITY COST ANALYSIS SUMMARY TABLE®

Type of Facility

Total One-time Cost

Total Recurring Cost

Total Annualized Cost?

Nonreproductive Tissue—Eye Tissue, Conventional Tissue, and Stem Cell

(a) Donor screening and testing Minimal Minimal Minimal
(b) Recordkeeping and tissue quarantine $121,600 to Minimal $17,000 to
$608,000 $87,000

Reproductive Tissue—ART Facilities
(a) Donor screening and testing Minimal $386,000 to $386,000 to
$772,000 $772,000
(b) Recordkeeping and tissue quarantine $96,000 to $231,000 to $245,000 to
$480,000 $462,000 $530,000
ART subtotal $96,000 to $617,000 to $631,000 to
$480,000 $1,234,000 $1,302,000

Reproductive Tissue—Sperm Banks
(a) Donor screening and testing Minimal $94,000 $94,000
(b) Recordkeeping and tissue quarantine $35,200 to $12,000 $17,000 to
$176,000 $37,000
Sperm subtotal $35,200 to $106,000 $111,000 to
$176,000 $131,000
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TABLE 5.—DONOR SUITABILITY COST ANALYSIS SUMMARY TABLE1—Continued

Type of Facility

Total One-time Cost

Total Recurring Cost

Total Annualized Cost?

Total Tissue Industry

Total

$252,800 to
$1,264,000

$723,000 to
$1,340,000

$759,000 to
$1,520,000

1Rounded to the nearest thousand
2 At 7% interest rate over 10 years

D. Estimated Benefits of Proposed Rule

The proposed action would provide
oversight for the full spectrum of human
cellular and tissue-based products that
are now marketed and may be marketed
in the future. This action is intended to
improve protection of the public health
and increase public confidence in new
technologies, while permitting
significant innovation and imposing
minimal regulatory burden. An
important benefit of the rule will be the
establishment of a consistent standard
of safety to help ensure equivalent
protection from transmissible diseases
for all recipients of therapy involving
cellular and tissue-based products,
regardless of the health condition for
which they are being treated. The
proposed rule would help minimize risk
to all patients of exposure to several life-
threatening, in some cases incurable,
diseases including HIV, HBV, HCV, CID
and others. These risks would be
minimized through validated screening
procedures, lab tests, and adequate
labeling to avoid unwitting use of
unsafe specimens. Each of the infectious
diseases screened (see Table 1 of this
document) will provide added patient
safety protection and public health
benefit.

The risks of disease transmission vary
by type of cellular and tissue-based
product. Donor screening, testing, and
other measures to reduce the risks of
transmission for various types of tissue
will correspondingly yield a different
relative reduction in disease risk. For
example, expansion of blood donor
screening and improved laboratory tests
have dramatically reduced the risk of
blood transfusion-transmitted disease.
The risk of HIV infection has dropped
from a reported 1 in 100 units in some
U.S. cities to approximately 1 in
680,000 units. The risk of transmission
of HBV has been reduced from 1 in
2,100 to 1 in 63,000 units, and the
transmission risk for HCV has been
lowered from 1 in 200 units in the early
1980’s to the current level of 1 in
100,000 units (Ref. 11). These levels of
risk reduction based on blood donors,
offer an illustration of the kind of
improvements in safety that might be

achieved through improved and
expanded screening of donors.

As described earlier, most
nonreproductive tissue establishments
are assumed to be already compliant
with the proposed rule and therefore
have already achieved the level of
intended risk reduction. The discussion
of benefits resulting from the proposed
rule will therefore focus on some key
areas of risk and potential benefit of the
proposed requirements for reproductive
tissue recipients. The discussion that
follows will consider the risks of sexual
transmission of disease that will be
reduced through expanded screening
among reproductive tissue donors,
focusing on the reduced risk of two life-
threatening chronic diseases that can be
transmitted through donor tissue: HBV
and HCV.

The expansion of screening among
reproductive tissue donors is expected
to produce important reductions in
disease risk, as evidenced by the
apparent reductions in HIV risk that
have already been achieved through
screening. The risk of HIV transmission
through TDI appears to be much lower
since screening for HIV was
recommended by the Center for Disease
Control and Prevention (CDC) in 1985.
A total of six documented and two
possible cases have been reported to the
CDC as of December 1996 (Ref. 7).

The risks of transmitting HBV and
HCV through reproductive tissue should
be substantially reduced as a result of
donor screening, based on the
significance of self-reported risk factors
as predictors of the findings of blood
screening for HBV and HCV (Ref. 12).
Compared to HCV, HBV presents a
higher risk of sexual transmission. In
1991, heterosexual activity is reported
to account for 41 percent of all cases of
HBYV (Ref. 13). HBV transmission has
also been reported by use of TDI; in
1982 a physician used semen from an
unscreened donor (later found to carry
HBsAgQ) to inseminate several women,
one of whom later developed HBV (Ref.
14).

I)-IBV-infected mothers can transmit
the disease to their infants. Forty-two
percent of infants born to women with
HBsAg positivity (adjusted for HBeAg

status) are at risk of HBV infection, and
an additional 30 percent of infants born
to HBsAg-positive mothers become
infected between 1 and 5 years of age.
Prospective studies of infected infants
or young children, indicate that 25
percent will die from primary
hepatocellular carcinoma (PHC) or
cirrhosis as adults. The lifetime medical
cost per case of PHC and cirrhosis is
estimated to be $96,500 (Ref. 15). An
analysis of the cost-effectiveness of
prenatal screening and testing of
mothers, with vaccination for positive
screens, estimates that such screening
and intervention would prevent 69
percent of the chronic HBV infections
acquired perinatally or later in life (Ref.
16). This rate of effectiveness may
provide an indication of the potential
benefit of HBV screening in the
proposed rule.

The risk of sexual transmission is
estimated to be lower for HCV,
compared to HBV. The CDC estimates
the rate of transmission from female to
male partners, and the rate of
transmission from mother to child, to
each be approximately 5 percent.
However, there is no vaccine
intervention available for HCV, although
interferon-alpha therapy has been found
effective in eliminating the virus for at
least some patients and drug
combinations (e.g., Interferon and
Ribovirus) may be even more effective.
Although most patients infected with
HCV are relatively healthy during most
of their lives, an estimated 30 percent of
those infected will eventually die of
liver-related causes; an estimated 8,000
patients per year (Ref. 15). The average
cost of care per year for persons with
liver disease from chronic HCV is
estimated to range from $24,600 for
patients without interferon-alpha
therapy to $26,500 per year for those
receiving a 12-month course of therapy.
The latter is estimated to provide
patients with an additional 0.37 quality-
adjusted life-years (Ref. 16).

Screening third-party tissue donors is
expected to significantly reduce the
excess morbidity and mortality caused
by hepatitis B and C. As noted earlier,
there are an estimated 2,405 to 4,810
oocyte donors and 2,565 sperm donors
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per year. If these populations experience
recently reported prevalence rates for
HVC (9.8 percent) and HBV (27.6
percent) (Ref. 12), then screening for
significant risk factors and disease
markers will result in reduced HBV and
HCV exposures for the patient
population at risk. The population at
risk each year is estimated to include
1,600 to 4,700 women undergoing IVF
with donor eggs, and 1,300 newborns
delivered as a result of this therapy?;
and 34,200 to 70,000 women receiving
TDI, and 8,800 newborns delivered as a
result of that therapy.

E. Initial Regulatory Flexibility Analysis

FDA'’s objectives and authority for
issuing the proposed rule are described
in section Il of this document. Based on
its initial analysis, FDA finds that a
substantial number of the
establishments required to comply with
this proposed rule may be small
business entities, particularly facilities
involved with reproductive tissue
products. The Small Business
Administration defines a small business
in this SIC industry sector to be an

establishment with $5 million or less in
annual receipts (Ref. 17). The economic
impact analysis presented in section
IV.C of this document includes
estimates of the number of entities to
which the proposed rule will apply.
Each set of facilities involved in the
tissue banking sectors includes some
facilities that would be classified as
small business entities.

A 1995 study of conventional tissue
banks (Ref. 18) reports average annual
revenues of $1.23 million per facility.
Most nonreproductive tissue facilities
are assumed to have a comparable level
of average revenues. Reproductive tissue
experts estimate that 65 percent of ART
facilities have average revenues of
approximately $2.5 million per year and
the remaining 35 percent have average
revenues of $11.5 million per year.
Industry experts also estimate that 19 of
the 20 largest sperm banks have average
annual revenues of approximately $2
million per year, and 1 of the 20 largest
facilities has annual revenues greater
than $5 million. Thus, the majority of
tissue facilities are small entities.
Nevertheless, as noted in the preceding

cost analysis, most of these facilities
would not be significantly impacted by
the proposed rule, because they are
already performing the proposed
infectious disease screening and
recordkeeping.

Table 6 of this document presents
estimates of the average cost per facility
as a percentage of average annual
revenues. In addition to facility
revenues Table 6 presents the estimated
annual practice income for Ob/Gyn
practices, because some operate a small
donor sperm bank as an additional
service to patients, but may not
currently comply with the screening
and testing requirements of the
proposed rule. The estimated annual
revenue of $252,000 per year for
individual physician practices is based
on the mean physician income of
$215,000 after expenses and before taxes
for the Ob/Gyn specialty category
reported in the 1992 American Medical
Association survey (Ref. 19), adjusted to
1998 assuming an average annual wage
inflation of 2.7 percent, based on yearly
rates reported by the Bureau of Labor
Statistics.

TABLE 6.—ESTIMATED ANNUALIZED COST PER FACILITY AS A PERCENTAGE OF ESTIMATED ANNUAL REVENUE

Number of Facilities That May Be
Classified as Small Entities

Average Annualized Cost per Fa-

cility cility

Average Annual Revenue per Fa-

Annualized Cost as Percentage of
Annual Revenue

Nonreproductive Tissue—Eye Tissue, Conventional Tissue and Stem Cell

380-all potentially small

‘ $45 to $229

‘ $1.2 million

‘ 0.004 to 0.019%

Reproductive Tissue—ART Facilities

195 (65% of 300 facilities)

‘ $2,103 to $4,340

‘ $2.5 million

‘ 0.08 t0 0.17%

Reproductive Tissue—Sperm Banks

19-larger commercial banks
90-physician practice-based banks

$1,234 to $1,456
$1,234 to $1,456

$2.0 million
$252,000

0.06 to 0.08%
0.5 to 0.6%

As noted in Table 6 of this document,
the greatest cost will be incurred by
facilities involved with reproductive
tissue. Nevertheless, the estimated
impact on most small facilities does not
appear to be significant. The expected
increase in cost per facility ranges up to
0.6 percent of annual revenues.
However, if current practices actually
involve a much lower level of infectious
disease screening than assumed in this
analysis, the impact of the proposed
screening and testing requirements
would be higher than expected. Because
accurate information on current
industry practices is essential for a valid
assessment of economic impact, FDA

1The range of 1,600 to 4,700 IVF patients is based
on a reported 4,783 cycles of IVF with donor egg

requests detailed industry comment on
its estimate of the number of affected
small facilities and their current donor
screening, testing, tissue quarantine,
and recordkeeping practices.

Although the proposed rule would
impose some costs on small entities
involved in the manufacture of cellular
and tissue-based products, the agency
believes that the proposed approach
represents an effective means of
protecting patient safety and public
health in the collection of donor cells
and tissue for manufacture. The less
burdensome alternatives to the
proposed approach involve fewer
requirements for small entities (the vast

reported for 1995, varying the assumed number of

cycles of therapy per patient. The number of

majority of facilities in this industry),
but fail to provide fundamental aspects
of product safety. For example, reliance
on published FDA guidance for donor
suitability screening and testing, rather
than establishing a regulatory
requirement, would provide the agency
with no basis for ensuring compliance.
Thus, agency guidance may have no
greater influence than current industry
voluntary standards, which have similar
provisions, but have failed to persuade
all facilities to adopt comprehensive
screening and testing practices. FDA’s
guidance, alone, therefore, would not be
expected to provide adequate public
protection from the safety risks

newborns is based on an assumed average delivery
rate of 19.6 percent per cycle.
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associated with infected donor-derived
products.

Another alternative would involve the
waiving of some of the donor screening
and testing requirements for small
facilities. However, as noted previously,
nearly all facilities in this industry are
small. Moreover, this alternative would
increase tissue product safety risks, if
small facilities that currently screen and
test donors on a voluntary basis choose
to discontinue this practice due to an
FDA-granted waiver. For example,
waiving a requirement for donor
screening would eliminate an extremely
cost-effective first-tier level of safety
protection because prospective donors
deferred or disqualified at this stage
need not undergo further testing.
Similarly, waiving the proposed
requirements for blood testing would
expose patients, as well as tissue facility
and medical staff, to avoidable risks of
infectious disease that may be
undocumented in a patient’s medical
history, or be unknown to, or not
mentioned by the living donor or donor
family during screening.

A waiver of the requirements for
tissue quarantine to allow for the
window period of donor infectivity
prior to detection through blood tests
would expose product recipients and
the public to risks of infectious disease
agents that cannot be immediately
detected through most currently
available blood tests (e.g., tests for HIV
and HCV). Recordkeeping for donor
screening and testing is also critical to
product recipient and public safety.
Adequate documentation and record
retention ensure that cellular and tissue-
based products can be tracked to their
source in the event of infection or other
adverse reactions that result from donor
tissue characteristics.

In summary, the agency believes that
abridged requirements for donor
screening and testing, based on
voluntary standards or facility size
criteria, would provide inadequate
protection against the risk of infectious
disease. Most notably, the absence of
regulation allows reproductive tissue
facilities to omit the proposed screening
and testing of tissue donors that is
routinely completed for other cellular
and tissue-based products, thus
exposing infertility patients to a
disproportionate risk of several life-
threatening infectious disease agents.

To alleviate the impact on small
entities while continuing to protect
public health, the agency is proposing to
recommend, but not require, that
manufacturers follow screening and
testing procedures for relevant
communicable disease agents and
diseases when a cellular or tissue-based

product is used in the same person from
whom it is obtained, or in a sexually
intimate partner of a reproductive-tissue
donor. A recommendation is considered
adequate in this instance because the
risk of disease transmission from such
activities is believed minimal.

Under the proposed rule, small
entities involved with reproductive
tissue will be required to meet the same
safety and quality standards as large
reproductive tissue facilities and other
cellular and tissue-based product
manufacturers, regardless of size. The
specific requirements for donor
screening and testing, the required
recordkeeping, and the required types of
professional skills are described in the
economic analysis provided previously.
This analysis includes an accounting of
all major cost factors, with the exception
of the reduced potential liability
currently encountered by those
reproductive tissue facilities that fail to
provide the level of protection from
infectious disease that is considered a
standard of good practice in other
sectors of the tissue-based product
industry. The relevant Federal rules that
are related to the proposed rule are
discussed in section Il of this document.
This economic analysis provides a
summary of the private industry
standards that overlap the proposed
Federal standard, but as discussed, there
is no current regulation of reproductive
tissue that would duplicate the
proposed rule. Consequently, FDA finds
that the proposed regulation would
enhance both public health and public
confidence in the safety and utility of
transplanted cells and tissues, while
imposing only a minimum burden on
the affected industry sectors.

V. The Paperwork Reduction Act of
1995

This proposed rule contains
information collection provisions that
are subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(the PRA) (44 U.S.C. 3501-3520). A
description of these provisions is shown
as follows with an estimate of the
annual reporting and recordkeeping
burden. Included in the estimate is the
time for reviewing the instructions,
searching existing data sources,
gathering and maintaining the data
needed, and completing and reviewing
each collection of information.

FDA invites comments on: (1)
Whether the proposed collection of
information is necessary for the proper
performance of FDA'’s functions,
including whether the information will
have practical utility; (2) the accuracy of
FDA's estimate of the burden of the

proposed collection of information,
including the validity of the
methodology and assumptions used; (3)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

Title: Documentation and Reporting of
Suitability Determination for Donors of
Human Cellular and Tissue-based
Products.

Description: Under the authority of
section 361 of the PHS Act, FDA is
proposing new regulations to require
manufacturers of human cellular and
tissue-based products to screen and test
the donors of cells and tissues used in
those products for risk factors for and
clinical evidence of relevant
communicable disease agents and
diseases. FDA is proposing that donor
suitability determination regulations
apply to all establishments covered by
the proposed registration rule. The
determination of whether a donor is
suitable or unsuitable would be made by
a responsible person and would be
based on the results of required donor
screening and testing. Manufacturers
would be required to ship a human
cellular or tissue-based product
accompanied by documentation of the
donor suitability determination. This
requirement would apply to a human
cellular or tissue-based product from a
donor determined to be suitable as well
as to a product from a donor determined
to be unsuitable and made available for
use under certain provisions. The
accompanying documentation would
contain a copy of the donor’s relevant
medical records, results of testing, the
name and address of the establishment
that made the donor suitability
determination, and a statement whether,
based on the results of the screening and
testing of the donor, the donor has been
determined to be suitable or unsuitable.
With the use of a product from an
unsuitable or incompletely tested donor,
documentation by the manufacturer
would be required showing that the
recipient’s physician was notified of the
screening and testing results, the
physician authorized the use of the
product after determining there is an
urgent medical need, the recipient or
the recipient’s legal representative was
informed of the communicable disease
risk, and the recipient or the recipient’s
legal representative consented to use of
the product.

The agency proposes to require that
records be retained at least 10 years
instead of the current 5 years. This
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increase in retention time is necessary
because certain cellular and tissue-
based products have storage periods
longer than 5 years. In addition,
advances in medical technology have
created opportunities for diagnosis and
therapy for up to 10 years after recipient
exposure to a donor later determined to
be at risk for communicable disease
agents or diseases.

These proposed provisions are
intended as safeguards to prevent the
transmission of communicable diseases
that may occur with the use of cells and
tissues from infected donors. Through
this action FDA will improve its ability
to protect the public health by
controlling the spread of communicable
disease.

Description of Respondents:
Manufacturers of cellular and tissue-
based products.

Based upon recent information from
trade organizations related to the
manufacturing of products utilizing
cells and tissues and the agency’s
experience, FDA has estimated the
following burden for each provision that
describes a collection of information.

In the proposed registration rule, the
agency proposed §1271.10 and
estimated the burden of collection of
information under that provision. In this
proposed rule, the agency is modifying
proposed §1271.10. Consequently, a
revised estimate for the reporting
burden is provided as follows. Although
the modifications to proposed §1271.10
do not effect the original burden
estimates, new information from trade
associations supports an increase in the
estimate of affected manufacturers from
680 to 806. Under proposed §1271.10
each manufacturer would be required to
update its product listings twice a year.
For each update, the agency estimates
approximately 0.75 hours to complete.

Under proposed §1271.55(a),
approximately 857 manufacturers (224
manufacturers of conventional and eye
tissue, 157 manufacturers of peripheral
and cord blood stem cell products, 410

manufacturers of reproductive tissue,
and 66 manufacturers of products
regulated under the act and/or section
351 of the PHS Act) would be required
to provide a summary of records. An
estimated total of 523,231 cells and
tissues (approximately 309,000
conventional tissue products, 86,000
eye tissue products, 6,031 stem cell
products, and 122,200 reproductive
cells and tissue products) are
manufactured into products per year.
The agency estimates that for each
product, a manufacturer will expend
approximately 0.5 hours to prepare the
summary of records. Manufacturers of
conventional and eye tissue are
currently required to provide a
summary of records under §1270.33(d),
which proposed § 1271.55(a) would
replace.

Under proposed 8 1271.65(c)(2), when
a cellular or tissue-based product is
used prior to completion of screening
and testing due to an urgent medical
need, a manufacturer would provide a
list of the completed and incomplete
results with the product. This would be
a new practice for 731 manufacturers.
Out of 791 manufacturers who could be
affected by this provision,
approximately 60 manufacturers follow
this procedure as usual and customary
practice under AATB standards and
would not be affected by this proposed
section. The agency believes that the use
of a product from an unsuitable or
incompletely tested donor when there is
an urgent medical need may occur
approximately once a year and that each
listing should result in approximately
0.25 hours to complete.

Under proposed § 1271.50(b),
documentation of donor suitability
would be required for the first time for
approximately 410 manufacturers. Out
of a total of 791 manufacturers of
cellular and tissue-based products, there
would be no added burden for
approximately 381 manufacturers who
document donor suitability as usual and
customary practice under the trade

organization standards. In table 5 of this
document, FDA estimates that
§1271.50(b) would impose a new
collection of information requirement
on 410 manufacturers of reproductive
cellular and tissue-based products, each
of which would document the
suitability of an estimated 11 donors per
year, or 4,640 donors, expending
approximately 5 hours per document for
a total of 55 hours per manufacturer per
year.

Under proposed 8§ 1271.55(b),
manufacturers would be required to
retain records for 10 years. The
requirement would affect 410
manufacturers of reproductive cells and
tissues. Three hundred and eighty-one
of a total 791 manufacturers already
retain records for a minimum of 10
years as usual and customary practice
under trade organization standards.
FDA estimates 0.5 hours per
manufacturer to annually retain records.
This estimate reflects an average of time
that would be necessary to create
records for retention from advanced
methods of recordkeeping, such as
electronic formatting which can
improve the ability of manufacturers to
more easily retain and retrieve records,
to copying records onto microfiche.

Under proposed 88 1271.65(b)(3) and
()(3), when a product that is unsuitable
or not fully screened or tested is used,
approximately 791 manufacturers of
cellular and tissue-based products
would be required to document notice
of the results of testing and screening to
the physician, the authorization from
the physician after determining there is
an urgent medical need, the agreement
from the physician to explain the risk to
the recipient, and to obtain consent
from the recipient before using the
product. The agency estimates that such
documentation would occur
approximately once annually per
manufacturer and that each
manufacturer would expend
approximately 2.0 hours to create such
document.

TABLE 7.—ESTIMATED ANNUAL REPORTING BURDEN?®

Annual
: No. of Total Annual Hours per
21 CFR Section Respondents Fr%cguscf)réﬁlsger Responses Response Total Hours
1271.10 806 2 1,612 0.75 1,209
1271.55(a) 857 610.5 523,231 0.5 261,615.5
1271.65(c)(2) 731 1 731 0.25 183
Total 263,007.5

1There are no capital costs or operating and maintenance costs associated with this collection of information.
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TABLE 8.—ESTIMATED ANNUAL RECORDKEEPING BURDEN?

Annual
: No. of Total Annual Hours per
21 CFR Section Recordkeepers E{a%%l;glr(]ecgpri)% Records Recordkepeper Total Hours
1271.50(b) 410 11 4,640 55 22,550
1271.55(b) 410 11 4,640 55 2,255
1271.65(b)(3) and (c)(3) 791 1 791 0.5 395.5
Total 25,200.5

1There are no capital costs or operating and maintenance costs associated with this collection of information.

The agency estimates that there will
be no new or significant increase in
maintenance costs for the maintenance
of records for the proposed 10-year
period instead of the current 5-year
retention period, because modern
storage technology has markedly
reduced the space needed to store
records.

Under section 1320.3(c)(2) of the PRA
the labeling requirements in proposed
§§1271.65(c)(2) and (d), and 1271.90(b)
and (c) do not constitute collection of
information because information
required to be on the labeling is
originally supplied by FDA to the
manufacturers for the purpose of
disclosure to the public to help ensure
a safe product supply and protect public
health.

The reporting of screening and testing
results to the consignee in proposed
§1271.65(c)(4) does not constitute
collection of information burden
because it is the customary and usual
practice or procedure of all
manufacturers to conduct screening and
testing and provide the results to the
consignee.

In compliance with section 3507(d) of
the PRA of 1995 (44 U.S.C. 3507(d)), the
agency has submitted a copy of this
proposed rule to OMB for review of the
information collection provisions.

VI. Environmental Impact

The agency has determined under 21
CFR 25.30(h) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

VII. Request for Comments and
Proposed Effective Date

Interested persons may, on or before
December 29, 1999, submit to the
Dockets Management Branch (address
above) written comments regarding this
proposal, except that comments
regarding information collection
provisions should be submitted in
accordance with the instructions in
section V of this document. Two copies
of any comments on issues other than

information collection are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the docket number
found in brackets in the heading of this
document. Received comments may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

FDA is proposing to delay the
compliance date of all final rules
implementing the proposed regulatory
approach to human cellular and tissue-
based products until the concluding
final rule for registration, donor
suitability, and CGTP has been
published in the Federal Register. FDA
will announce the compliance date for
the final rules in a future issue of the
Federal Register.
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List of Subjects
21 CFR Part 210

Drugs, Packaging and containers.
21 CFR Part 211

Drugs, Labeling, Laboratories,
Packaging and containers, Prescription
drugs, Reporting and recordkeeping
requirements, Warehouses.

21 CFR Part 820

Medical devices, Reporting and
recordkeeping requirements.

21 CFR Part 1271

Human cellular and tissue-based
products, Communicable diseases, HIV/
AIDS, Reporting and recordkeeping
requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and the Public
Health Service Act, and under authority
delegated to the Commissioner of Food
and Drugs, it is proposed to amend 21
CFR Chapter | as follows:

I. Parts 210, 211, and 820 are amended
as follows:

PART 210—CURRENT GOOD
MANUFACTURING PRACTICE IN
MANUFACTURING, PROCESSING,
PACKING, OR HOLDING OF DRUGS;
GENERAL

1. The authority citation for 21 CFR
part 210 is revised to read as follows:

Authority: 21 U.S.C. 321, 351, 352, 355,
360b, 371, 374; 42 U.S.C. 216, 262, 263a, 264.

2. Section 210.1 is amended by
adding paragraph (c) to read as follows:

§210.1 Status of current good
manufacturing practice regulations.
* * * * *

(c) Owners and operators of
establishments engaged in the recovery,
screening, testing, processing, storage,
labeling, packaging or distribution of
human cellular or tissue-based
products, as defined in §1271.3(e) of
this chapter, that are regulated as drugs
under the act and/or biological products
under section 351 of the Public Health
Service Act are subject to the donor
suitability and current good tissue
practice procedures set forth in part
1271 subparts C and D of this chapter,
in addition to the regulations in this
part and in parts 211 through 226 of this
chapter. Failure to comply with any
regulation set forth in this part, in parts
211 through 226 of this chapter, in part
1271 subpart C of this chapter, or in part
1271 subpart D of this chapter shall
render such a human cellular or tissue-

based product adulterated under section
501(a)(2)(B) of the act, and such
product, as well as the person who is
responsible for the failure to comply,
shall be subject to regulatory action.

3. Section 210.2 is revised to read as
follows:

§210.2 Applicability of current good
manufacturing practice regulations.

(a) The regulations in this part and in
parts 211 through 226 of this chapter as
they may pertain to a drug, in parts 600
through 680 of this chapter as they may
pertain to a biological product for
human use, and in part 1271 of this
chapter as they may pertain to a human
cellular or tissue-based product that is
regulated as a drug and/or biological
product shall be considered to
supplement, not supersede, each other,
unless the regulations explicitly provide
otherwise. In the event that it is
impossible to comply with all
applicable regulations in these parts, the
regulations specifically applicable to the
drug in question shall supersede the
more general.

(b) If a person engages in only some
operations subject to the regulations in
this part, in parts 211 through 226 of
this chapter, in parts 600 through 680 of
this chapter, and in part 1271 of this
chapter, and not in others, that person
need only comply with those
regulations applicable to the operations
in which he or she is engaged.

PART 211—CURRENT GOOD
MANUFACTURING PRACTICE FOR
FINISHED PHARMACEUTICALS

4. The authority citation for 21 CFR
part 211 is revised to read as follows:

Authority: 21 U.S.C. 321, 351, 352, 355,
360b, 371, 374; 42 U.S.C. 216, 262, 2633, 264.

5. Section 211.1 is amended by
revising paragraph (b) to read as follows:

§211.1 Scope.
* * * * *

(b) The current good manufacturing
practice regulations in this chapter as
they pertain to drug products, in parts
600 through 680 of this chapter, as they
pertain to biological products for human
use, and in part 1271 of this chapter, as
they pertain to human cellular or tissue-
based products that are regulated as
drugs and/or biological products shall
be considered to supplement, not
supersede, the regulations in this part
unless the regulations explicitly provide
otherwise. In the event it is impossible
to comply with applicable regulations
both in this part and in other parts of
this chapter, in parts 600 through 680 of
this chapter, or in part 1271 of this
chapter, the regulation specifically
applicable to the drug product in

question shall supersede the regulation
in this part.

* * * * *

PART 820—QUALITY SYSTEM
REGULATION

6. The authority citation for 21 CFR
part 820 is revised to read as follows:

Authority: 21 U.S.C. 351, 352, 360, 360c,
360d, 360e, 360h, 360i, 360j, 360l, 371, 374,
381, 383; 42 U.S.C. 216, 262, 2634, 264.

7. Section 820.1 is amended by
adding two sentences to the end of
paragraph (a)(1) and by revising the
second sentence in paragraph (c) to read
as follows:

§820.1 Scope.

(a) Applicability. (1) * * *
Manufacturers of human cellular or
tissue-based products, as defined in
§1271.3(e) of this chapter, that are
regulated as medical devices under the
act are subject to this part and are also
subject to the donor-suitability
procedures set forth in part 1271
subpart C of this chapter and current
good tissue practice procedures in part
1271 subpart D of this chapter. In the
event that it is impossible to comply
with all applicable regulations in parts
820 and 1271 of this chapter, the
regulations specifically applicable to the
device in question shall supersede the
more general.

* * * * *

(c)* * *The failure to comply
with any applicable provision in this
part or in part 1271 subpart C or D of
this chapter renders a device
adulterated under section 501(h) of the
act. * * *

* * * * *

Il. Part 1271 as proposed in the Federal
Register of May 14, 1998 (63 FR 26744)
is amended as follows:

PART 1271—HUMAN CELLULAR AND
TISSUE-BASED PRODUCTS

1. The authority citation for 21 CFR
part 1271 is revised to read as follows:

Authority: 42 U.S.C. 216, 243, 263a, 264,
271.

2. The heading for part 1271 is revised
to read as set forth above.

3. Section 1271.1 is revised to read as
follows:

§1271.1 Purpose and scope.

(a) Purpose. The purpose of this part,
in conjunction with 88 207.20(f),
210.1(c), 210.2, 807.20(e), and 820.1(a)
of this chapter, is to establish
procedures to prevent the introduction,
transmission, and spread of
communicable diseases and to create a
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unified registration and product listing
system for establishments that
manufacture human cellular and tissue-
based products.

(b) Scope. Manufacturers of human
cellular and tissue-based products
regulated solely under the authority of
section 361 of the Public Health Service
Act (the PHS Act) are required by this
part to register and list their products
with the Food and Drug
Administration’s (FDA'’s) Center for
Biologics Evaluation and Research, and
to comply with the other requirements
contained in this part. Under
§§207.20(f) and 807.20(e),
manufacturers of human cellular and
tissue-based products regulated under
section 351 of the PHS Act and/or the
Federal Food, Drug, and Cosmetic Act
(the act) are required to register and list
their products following the procedures
in subpart B of this part; under
§§210.1(c), 210.2, 211.1(b), and
820.1(a), manufacturers of those
products are required to comply with
the donor-suitability procedures in

(j) Blood component means any part
of human blood separated by physical
or mechanical means.

(k) Colloid means:

(1) A protein or polysaccharide
solution, such as albumin, dextran, or
hetastarch, that can be used to increase
or maintain osmotic (oncotic) pressure
in the intravascular compartment; or

(2) Certain blood components such as
plasma and platelets.

(I) Crystalloid means a balanced salt
and/or glucose solution used for
electrolyte replacement or to increase
intravascular volume, such as saline
solution, Ringer’s lactate solution, or 5
percent dextrose in water.

(m) Directed donor means a living
person who is the source of cells or
tissue designated for a specific potential
recipient of a human cellular or tissue-
based product.

(n) Donor means a person, living or
dead, who is the source of cells or tissue
for a human cellular or tissue-based
product.

(o) Donor medical history interview
means a documented dialogue with the

subpart C of this part and current good
tissue practice procedures in subpart D
of this part in addition to all other
applicable regulations.

4. Section 1271.3 is amended by
revising paragraph (e), and by adding
paragraphs (i) through (ee) to read as
follows:

§1271.3 Definitions.
* * * * *

(e) Human cellular or tissue-based
product means a product containing or
consisting of human cells or tissues that
is intended for implantation,
transplantation, infusion, or transfer
into a human recipient, e.g., cadaveric
ligament, skin, dura mater, heart valve,
cornea, hematopoietic stem cells
derived from peripheral and cord blood,
manipulated autologous chondrocytes,
and spermatozoa. The following
products are not considered human
cellular or tissue-based products:

(1) Vascularized human organs for
transplantation;

(2) Whole blood or blood components
or blood derivative products subject to

gy

\y/

BIOHAZARD

donor, if living or, if the donor is not
living or is unable to participate in the
interview, with an individual or
individuals knowledgeable about the
donor’s medical history and relevant
social behavior, such as the donor’s
next-of-kin, the nearest available
relative, a member of the donor’s
household, an individual with an
affinity relationship, and/or the primary
treating physician. With respect to
relevant social behavior, the interview
includes questions about whether or not
the donor met certain descriptions or
engaged in activities or behaviors
considered to place the donor at
increased risk for a relevant
communicable disease.

(p) Embryo means the product from
fertilization of the oocyte to the 8th
week of development.

(q) Gamete means a male or female
germ cell; i.e., spermatocyte or oocyte.

(r) Physical assessment means a
limited autopsy or recent antemortem or
postmortem physical examination of the
donor to assess for signs or symptoms of

listing under parts 607 and 207 of this
chapter, respectively;

(3) Secreted or extracted human
products, such as milk, collagen, and
cell factors; except that semen is
considered a human cellular or tissue-
based product;

(4) Minimally manipulated bone
marrow for homologous use and not
combined with or modified by the
addition of any component that is a
drug or a device;

(5) Ancillary products used in the
manufacture of cellular or tissue-based
products;

(6) Cells, tissues, and organs derived
from animals other than humans; and

(7) In vitro diagnostic products as
defined in §809.3(a) of this chapter.

* * * * *

(i) Biohazard legend appears on
packaging as follows and is used to
mark products that present a known or
suspected relevant communicable
disease risk.

a relevant communicable disease and
for signs or symptoms suggestive of any
risk factor for such disease.

(s) Plasma dilution means a decrease
in the concentration of the donor’s
plasma proteins and circulating antigens
or antibodies resulting from the
transfusion of blood or blood
components and/or infusion of fluids.

(t) Quarantine means the storage or
identification of a human cellular or
tissue-based product, in order to prevent
improper release, in a physically
separate area clearly identified for such
use, or through use of other procedures,
such as automated designation.

(u) Reconstituted blood means the
blood produced by the extracorporeal
resuspension of a blood unit labeled as
“Red Blood Cells’ through the addition
of colloids and/or crystalloids to
produce a product with a hematocrit in
the normal range.

(v) Relevant medical records means a
collection of documents that includes a
current donor medical history
interview; a current report of the
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physical assessment of a cadaveric
donor or the physical examination of a
living donor; and, if available, the
following:

(1) Laboratory test results (other than
results of testing for relevant
communicable disease agents required
under this subpart);

(2) Medical records;

(3) Coroner and autopsy reports; and

(4) Records or other information
received from any source pertaining to
risk factors for relevant communicable
disease (e.g., social behavior, clinical
signs and symptoms of relevant
communicable disease, and treatments
related to medical conditions suggestive
of risk for relevant communicable
disease).

(w) Responsible person means a
person who is authorized to perform
designated functions for which he or
she is trained and qualified.

(X) Summary of records means a
condensed version of the records of
required screening and testing and
contains:

(1) A statement that the
communicable disease testing was
performed by a laboratory or
laboratories certified under the Clinical
Laboratory Improvement Amendments
of 1988 (CLIA);

(2) A listing and interpretation of the
results of all communicable disease tests
performed;

(3) A statement describing the types of
records which may have been reviewed
as part of the relevant medical records;
and

(4) The name and address of the
establishment determining the
suitability of the donor of cells or
tissues.

(y) Relevant communicable disease
agent or disease means:

(1) One of the following disease
agents or diseases:

(i) Human immunodeficiency virus,
types 1 and 2;

(ii) Hepatitis B virus;

(iii) Hepatitis C virus;

(iv) Human transmissible spongiform
encephalopathies, icluding Creutzfeldt—
Jakob disease;

(v) Treponema pallidum;

(vi) Human T-lymphotropic virus,
types | and II;

(vii) Cytomegalovirus;

(viii) Chlamydia trachomatis; and

(ix) Neisseria gonorrhea.

(2) A disease agent or disease not
listed in paragraph (z)(1) of this section:

(i) That is sufficiently prevalent
among potential donors to warrant
screening or testing of all donors;

(ii) For which there is a risk of
transmission by a human cellular or
tissue-based product, either to the

recipient of the product or to those
people who may handle or otherwise
come in contact with the product, such
as medical personnel;

(iii) That poses significant health
risks, as measured by morbidity and
mortality; and

(iv) For which appropriate screening
measures have been developed and/or
an appropriate screening test for donor
specimens has been licensed, approved,
or cleared for such use by FDA and is
available.

(z) Urgent medical need means that
no comparable human cellular or tissue-
based product is available and the
recipient is likely to suffer serious
morbidity without the product.

(aa) Xenotransplantation means any
procedure that involves the use of live
cells, tissues, or organs from a
nonhuman animal source, transplanted
or implanted into a human, or used for
ex vivo contact with human body fluids,
cells, tissues, or organs that are
subsequently given to a human
recipient.

(bb) Close contacts means household
members and others with whom the
recipient participates in activities that
could result in exchanges of bodily
fluids.

(cc) Act means the Federal Food,
Drug, and Cosmetic Act.

(dd) PHS Act means the Public Health
Service Act.

(ee) FDA means the Food and Drug
Administration.

5. Section 1271.10 is revised to read
as follows:

§1271.10 Establishments subject to this
part; criteria for regulation of human
cellular and tissue-based products solely
under section 361 of the PHS Act.

The owner or operator of an
establishment, foreign or domestic, that
manufactures a human cellular or
tissue-based product, whether or not the
product enters into interstate commerce,
is required under this part to register
with FDA, to submit to the agency a list
of each human cellular or tissue-based
product manufactured, and to comply
with the other requirements of this part,
if the product:

(a) Is minimally manipulated;

(b) Is not promoted or labeled for any
use other than a homologous use;

(c) Is not combined with or modified
by the addition of any component that
is a drug or a device; and

(d)(1) Either does not have a systemic
effect; or

(2) Has a systemic effect, and—

(i) Is for autologous use;

(ii) Is for a family-related allogeneic
use; or

(iii) Is for reproductive use.

6. Section 1271.15 is added to read as
follows:

§1271.15 Criteria for regulation of human
cellular and tissue-based products under
the act and/or section 351 of the PHS Act.

Human cellular or tissue-based
products that are regulated as drugs,
devices and/or biological products
under the act and/or section 351 of the
PHS Act, and the establishments that
manufacture those products, are subject
to all applicable regulations in title 21,
chapter 1. In conjunction with those
regulations, the procedures in part 1271,
subparts B, C, and D shall be followed,
as specified in §8207.20(f), 210.1(c),
210.2, 211.1(b), 807.20(e), and 820.1(a)
of this chapter. A human cellular or
tissue-based product is regulated under
the act and/or section 351 of the PHS
Act if it:

(a) Is more than minimally
manipulated;

(b) Is promoted or labeled for any use
other than a homologous use;

(c) Is combined with or modified by
the addition of any component that is a
drug or a device; or

(d) Has a systemic effect and—

(2) Is not for autologous use;

(2) Is not for a family-related
allogeneic use; and

(3) Is not for reproductive use.

7. Section 1271.20 is revised to read
as follows:

§1271.20 Establishments not required to
comply with the requirements of this part.

The following establishments are not
required to register, list, or meet the
other requirements of this part:

(a) Establishments that use human
cellular or tissue-based products solely
for nonclinical scientific or educational
purposes;

(b) Establishments that remove human
cellular or tissue-based products from
an individual and implant such cells or
tissues into the same individual during
the same surgical procedure;

(c) Carriers who accept, receive, carry,
hold, or deliver human cellular or
tissue-based products in the usual
course of business as carriers;

(d) Establishments that do not,
recover, screen, test, process, label,
package, or distribute, but only receive
or store human cellular or tissue-based
products solely for pending scheduled
implantation, transplantation, infusion,
or transfer within the same facility.

8. Subpart C, consisting of §§1271.50
through 1271.90, is added to read as
follows:

Subpart C—Donor Suitability

Sec.

1271.50 Determination of donor suitability.

1271.55 Records of donor suitability
determination.
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1271.60 Quarantine pending determination
of donor suitability.

1271.65 Quarantine and disposition of
human cellular or tissue-based product
from a donor determined to be
unsuitable.

1271.75 Donor screening.

1271.80 Donor testing; general
requirements.

1271.85 Donor testing; specific
requirements.

1271.90 Exceptions from the requirement of
donor suitability determination; labeling
requirements.

Subpart C—Donor Suitability

§1271.50 Determination of donor
suitability.

(a) Except as provided under
881271.65 and 1271.90 of this subpart,
a human cellular or tissue-based
product shall not be implanted,
transplanted, infused, or transferred
until the donor of the cells or tissue for
the product has been determined to be
suitable. In the case of an embryo, donor
suitability shall be determined for both
the oocyte donor and the sperm donor.

(b) Donor suitability shall be
determined and documented by a
responsible person as defined in
§1271.3(w).

(c) A determination that a donor is
suitable or unsuitable shall be based
upon the results of donor screening in
accordance with §1271.75 and donor
testing in accordance with §§1271.80
and 1271.85.

(d) A donor may be determined to be
suitable if:

(1) The results of donor screening in
accordance with §1271.75 indicate that
the donor is free from risk factors for
and clinical evidence of infection due to
relevant communicable disease agents
and diseases and is neither a
xenotransplant recipient nor a close
contact of a xenotransplant recipient;
and

(2) The results of donor testing for
relevant communicable disease agents
in accordance with §8§1271.80 and
1271.85 are negative or nonreactive.

§1271.55 Records of donor suitability
determination.

(a) A human cellular or tissue-based
product from a donor determined to be
suitable or from a donor determined to
be unsuitable and made available for
use under the provisions of § 1271.65(b),
(c), or (d) shall be accompanied by
documentation of the donor-suitability
determination required by §1271.50
from which the donor’s name has been
deleted. This documentation shall
include:

(2)(i) A copy of the donor’s relevant
medical records, as defined in
§1271.3(v), results of testing required

under §§1271.80 and 1271.85, and the
name and address of the establishment
that made the donor-suitability
determination; or

(ii) A summary of records, as defined
in §1271.3(x); and

(2) A statement whether, based on the
results of donor screening and testing,
the donor has been determined to be
suitable or unsuitable.

(b) The establishment that generates
records used in determining donor
suitability and the establishment that
makes the donor-suitability
determination shall retain such records
and shall make them available for
authorized inspection by or upon
request from FDA. Records that can be
readily retrieved from another location
by electronic means are considered
“retained.” Records shall be retained at
least 10 years after the date of
implantation, transplantation, infusion,
or transfer of the product, or if the date
of implantation, transplantation,
infusion, or transfer is not known, then
records shall be retained at least 10
years after the date of the product’s
distribution, disposition, or expiration,
whichever is latest.

§1271.60 Quarantine pending
determination of donor suitability.

(a) A human cellular or tissue-based
product shall be kept in quarantine, as
defined in §1271.3(t), until completion
of the donor-suitability determination
required by 8 1271.50. For reproductive
cells and tissues that can reliably be
stored, quarantine shall last until
completion of the testing required under
§1271.85(d).

(b) A human cellular or tissue-based
product in quarantine pending
completion of a donor-suitability
determination shall be clearly identified
as in quarantine and shall be easily
distinguishable from products that are
available for release and distribution.

(c) A human cellular or tissue-based
product shipped before it is available for
release or distribution shall be kept in
guarantine and shall be accompanied by
records identifying the donor (e.g., by
donor number), stating that the donor-
suitability determination has not been
completed, and stating that the product
may not be implanted, transplanted,
infused, or transferred until completion
of the donor-suitability determination.

§1271.65 Quarantine and disposition of
human cellular or tissue-based product
from a donor determined to be unsuitable.
(a) If the donor of the cells or tissue
for a human cellular or tissue-based
product is determined to be unsuitable
based on the results of required testing
and/or screening, the product shall be

kept in quarantine and physically
separated from all other products until
destruction or other disposition in
accordance with paragraph (b) or (c) of
this section is accomplished.

(b)(1) Except as provided in paragraph
(b)(4) of this section, a human cellular
or tissue-based product from a donor
who has been determined to be
unsuitable, based on the results of
required testing and/or screening, is not
prohibited by this subpart C of this part
from use for implantation,
transplantation, infusion, or transfer
under the following circumstances:

(i) The product is for family-related,
allogeneic use, as defined in §1271.3(c);

(i) The product contains reproductive
tissue from a directed donor, as defined
in §1271.3(m); or

(iii) There is a documented urgent
medical need as defined in §1271.3(aa).

(2) A human cellular or tissue-based
product made available for use under
the provisions of paragraph (b)(1) of this
section shall be labeled with the
Biohazard legend shown in 8 1271.3(i).

(3) The manufacturer of a human
cellular or tissue-based product used
under the provisions of paragraph (b)(1)
of this section shall document that:

(i) The physician using the product
was notified of the results of testing and
screening;

(ii) The physician authorized the use
of the product;

(iii) The physician agreed to explain
the communicable disease risks
associated with the use of the product
to the recipient or the recipient’s legally
authorized representative; and

(iv) The physician agreed to obtain
from the recipient or the recipient’s
legally authorized representative
consent to use the product.

(4) A human cellular or tissue-based
product from a donor who is identified
under 81271.75(a)(2) as either having
received a xenotransplant or having
been a close contact of a xenotransplant
recipient shall not be made available for
use under the provisions of paragraph
(b)(1) of this section.

(c)(1) A human cellular or tissue-
based product from a donor for whom
the donor-suitability determination has
not yet been completed is not prohibited
by this subpart C from use for
implantation, transplantation, infusion,
or transfer if there is a documented
urgent medical need as defined in
§1271.3(2).

(2) A human cellular or tissue-based
product made available for use under
the provisions of paragraph (c)(1) of this
section shall be labeled “NOT
EVALUATED FOR INFECTIOUS
SUBSTANCES” and shall be
accompanied by a statement of:
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(i) The results of donor screening
required under §1271.75, if complete;

(ii) The results of any testing required
under §1271.80 or §1271.85 that has
been completed; and

(iii) A list of any testing required
under §1271.80 or §1271.85 that has
not yet been completed.

(3) The manufacturer of a human
cellular or tissue-based product used
under the provisions of paragraph (c)(1)
of this section shall document that:

(i) The physician using the product
was notified that the testing and
screening were not complete;

(ii) The physician authorized the use
of the product after determining there is
an urgent medical need,;

(iii) The physician agreed to explain
the communicable disease risks
associated with the use of the product
to the recipient or the recipient’s legally
authorized representative; and

(iv) The physician agreed to obtain
from the recipient or the recipient’s
legally authorized representative
consent to use the product.

(4) In the case of a human cellular or
tissue-based product used under the
provisions of paragraph (c)(1) of this
section, the donor-suitability
determination shall be completed
during or after the emergency use of the
product, and the manufacturer shall
inform the physician of the results of
the determination.

(d) A human cellular or tissue-based
product from a donor who has been
determined to be unsuitable, based on
the results of required testing and/or
screening, is not prohibited by this
subpart C of this part from use for
nonclinical purposes, provided that it is
labeled:

(1) ““For Nonclinical Use Only”’; and

(2) With the Biohazard legend shown
in §1271.3(i).

§1271.75 Donor screening.

(a)(1) Except as provided under
§1271.90, the relevant medical records
of a donor of cells or tissue for a human
cellular or tissue-based product shall be
reviewed for risk factors for and clinical
evidence of relevant communicable
disease agents and diseases including, at
a minimum, the following:

(i) Human immunodeficiency virus;

(ii) Hepatitis B virus;

(iii) Hepatitis C virus; and

(iv) Human transmissible spongiform
encephalopathies including
Creutzfeldt-Jakob disease.

(2) Except as provided under
§1271.90, the relevant medical records
of a donor of cells or tissue for a human
cellular or tissue-based product shall be
reviewed to determine whether the
donor has received a xenotransplant or

has been a close contact of a
xenotransplant recipient.

(b) Except as provided under
§1271.90, the relevant medical records
of a donor of reproductive cells or tissue
shall be reviewed for risk factors for and
clinical evidence of infection due to
relevant sexually transmitted and
genitourinary diseases that can be
transmitted with the recovery of the
reproductive cells or tissue including at
a minimum Chlamydia trachomatis and
Neisseria gonorrhea, in addition to the
relevant communicable disease agents
and diseases for which screening is
required under paragraph (a) of this
section.

(c) A donor who is identified as
having risk factors for or clinical
evidence of any of the relevant
communicable disease agents or
diseases for which screening is required
under paragraph (a)(1) or (b) of this
section, or is identified under paragraph
(a)(2) of this section as either a
xenotransplant recipient or a close
contact of a xenotransplant recipient,
shall be determined to be unsuitable.

(d) An abbreviated donor screening
procedure that determines and
documents any changes in the donor’s
medical history including relevant
social behavior since the previous
donation that would make the donor
unsuitable may be used for a living
donor of human cellular and tissue-
based products on subsequent
donations. An abbreviated donor
screening procedure may be used only
when a complete donor screening
procedure has been performed within
the previous 6 months.

§1271.80 Donor testing; general
requirements.

(a) To adequately and appropriately
reduce the risk of transmission of
relevant communicable diseases, and
except as provided under § 1271.90, a
donor specimen shall be tested for
evidence of infection due to relevant
communicable disease agents in
accordance with paragraph (c) of this
section. At a minimum, testing shall be
performed for those relevant
communicable disease agents specified
in §1271.85. In the case of a fetal or
neonatal donor, a specimen from the
mother is generally acceptable for
testing.

(b) Except as provided in paragraphs
(d)(2) and (d)(3) of this section, the
donor specimen shall be collected at the
time of recovery of cells or tissue from
the donor or within 48 hours after
recovery, except that the specimen from
a living donor may be collected up to 7
days prior to recovery if:

(1) Recovery of the cells or tissue
involves invasive procedures or
substantial risk to the donor;

(2) Implantation, transplantation,
infusion, or transfer of the recovered
cells or tissue is necessary before results
of testing performed on a specimen
collected at the time of recovery or post
recovery would be available; or

(3) Extensive processing of the
recovered cells or tissue is necessary
before results of testing performed on a
specimen collected at the time of
recovery or post recovery would be
available.

(c) Testing shall be performed using
appropriate FDA-licensed, approved, or
cleared donor screening tests in
accordance with the manufacturer’s
instructions to adequately and
appropriately reduce the risk of
transmission of relevant communicable
disease agents or diseases; provided
that, until such time as appropriate
FDA-licensed, approved, or cleared
donor screening tests for Chlamydia
trachomatis and for Neisseria gonorrhea
are available, FDA-licensed, approved,
or cleared tests labeled for the detection
of those organisms in an asymptomatic,
low-prevalence population shall be
used. Tests specifically labeled for
cadaveric specimens shall be used
instead of a more generally labeled test
when applicable and when available.
Testing shall be performed by a
laboratory certified to perform testing on
human specimens under the CLIA.

(d) The following donors shall be
determined to be unsuitable:

(1) A donor whose specimen tests
repeatedly reactive or positive on a test
for a relevant communicable disease
agent in accordance with § 1271.85,
except for:

(i) A donor whose specimen tests
repeatedly reactive for cytomegalovirus
(CMV) and additional testing does not
show the presence of an active
infection, or

(i) A donor whose specimen tests
reactive on a non-Treponemal screening
test for syphilis and negative on a
specific Treponemal confirmatory test;

(2) A donor from whom blood loss is
known or suspected to have occurred
and who received a transfusion or
infusion of more than 2,000 milliliters
(mL) of blood (i.e., whole blood,
reconstituted blood, or red blood cells)
or colloids within 48 hours, or more
than 2,000 mL of crystalloids within 1
hour, or any combination thereof prior
to the collection of a specimen from the
donor for testing, unless:

(i) A specimen taken from the donor
after blood loss but before the
transfusion or infusion is available for
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relevant communicable disease testing;
or

(ii) An algorithm designed to ensure
that plasma dilution sufficient to affect
test results has not occurred is utilized
to evaluate the volumes administered in
the 48 hours prior to collecting the
specimen from the donor;

(3) A donor who is 12 years of age or
younger and has received any
transfusion of blood, colloids, and/or
crystalloids prior to the recovery of the
cells or tissue, unless:

(i) A specimen taken from the donor
before the transfusion or infusion is
available for relevant communicable
disease testing; or

(ii) An algorithm designed to ensure
that plasma dilution sufficient to affect
test results has not occurred is utilized
to evaluate the volumes administered in
the 48 hours prior to collecting the
specimen from the donor.

§1271.85 Donor testing; specific
requirements.

(a) To adequately and appropriately
reduce the risk of transmission of
relevant communicable diseases, and
except as provided under § 1271.90, a
specimen from a donor of viable or
nonviable cells or tissue for a human
cellular or tissue-based product shall be
tested for evidence of infection due to
relevant communicable disease agents
including, at a minimum, the
communicable disease agents listed as
follows.

(1) Human immunodeficiency virus,
type 1;

(2) Human immunodeficiency virus,
type 2;

(3) Hepatitis B virus;

(4) Hepatitis C virus; and

(5) Treponema pallidum.

(b) To adequately and appropriately
reduce the risk of transmission of
relevant communicable diseases, and
except as provided under §1271.90, a
specimen from a donor of viable,
leukocyte-rich cells or tissue shall be
tested for evidence of infection due to
the relevant cell-associated
communicable disease agents including,
at a minimum, the communicable
disease agents listed as follows, in
addition to the relevant communicable
disease agents for which testing is
required under paragraph (a) of this
section.

(1) Human T-lymphotropic virus, type
I;

(2) Human T-lymphotropic virus, type
Il; and

(3) Cytomegalovirus.

(c) To adequately and appropriately
reduce the risk of transmission of
relevant communicable diseases, and
except as provided under §1271.90, a

specimen from a donor of reproductive
cells or tissue shall be tested for
evidence of infection due to relevant
genitourinary disease agents. Testing
shall include, at a minimum, the
communicable disease agents listed in
paragraphs (c)(1) and (c)(2) of this
section, in addition to the relevant
communicable disease agents for which
testing is required under paragraphs (a)
and (b) of this section. However, if the
reproductive cells or tissue are procured
by a method that ensures freedom from
contamination of the cells or tissue by
infectious disease organisms that may
be present in the genitourinary tract,
then tests for the communicable disease
agents listed in paragraphs (c)(1) and
(c)(2) of this section are not required.
Minimum testing for genitourinary
disease agents include:

(1) Chlamydia trachomatis; and

(2) Neisseria gonorrhea.

(d) Except as provided under
§1271.90, at least 6 months after the
date of donation of reproductive cells or
tissue that can be reliably stored, a new
specimen shall be taken from the donor
and retested for evidence of infection
due to the relevant communicable
disease agents for which testing is
required under paragraphs (a), (b), and
(c) of this section.

(e) For donors of dura mater, an
assessment designed to detect evidence
of transmissible spongiform
encephalopathy shall be performed.

§1271.90 Exceptions from the requirement
of donor suitability determination; labeling
requirements.

(a) For the following human cellular
and tissue-based products, a
determination of donor suitability under
§1271.50 is not required, and donor
screening under 81271.75, and testing
under §§1271.80 and 1271.85 are
recommended but not required:

(1) Banked cells and tissues for
autologous use;

(2) Reproductive cells or tissue
donated by a sexually-intimate partner
of the recipient for reproductive use.

(b) If all screening and testing
applicable to a comparable human
cellular or tissue-based product under
§8§1271.75, 1271.80, and 1271.85 are not
performed on the donor of a human
cellular or tissue-based product listed in
paragraph (a) of this section, the product
shall be labeled “NOT EVALUATED
FOR INFECTIOUS SUBSTANCES.” If
any screening or testing is performed on
a donor of a human cellular or tissue-
based product listed in paragraph (a) of
this section, and the results indicate the
presence of relevant communicable
disease agents and/or risk factors for or
clinical evidence of relevant

communicable disease agents or
diseases, the product shall be labeled
with the Biohazard legend shown in
§1271.3(i).

(c) Banked cells and tissues for
autologous use shall be labeled “FOR
AUTOLOGOUS USE ONLY.”

Dated: February 19, 1999.
Jane E. Henney,
Commissioner of Food and Drugs.

Dated: August 29, 1999.
Donna E. Shalala,
Secretary of Health and Human Services.
[FR Doc. 99-25378 Filed 9-29-99; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Parts 100, 110, and 165
[CGD05-99-068]

OPSAIL 2000, Port of Hampton Roads,
VA

AGENCY: Coast Guard, DOT.
ACTION: Advanced notice of proposed
rulemaking; request for comments.

SUMMARY: The Coast Guard requests
public comment on the temporary
establishment of several exclusion areas
and anchorage grounds before, during,
and after OPSAIL 2000 in the Port of
Hampton Roads, Virginia, from June 14
through June 20, 2000. The Coast Guard
anticipates rulemaking establishing
Special Local Regulations to control
vessel traffic within the Port of
Hampton Roads 2 days prior to the
event on June 14 and 15, 2000;
establishing several exclusion areas;
establishing new and/or assigning
currently designated Anchorage
Grounds for participating/spectator
vessels; and establishing temporary
safety zones for fireworks displays.
DATES: Comments must be received on
or before November 15, 1999.
ADDRESSES: Comments may be mailed to
the Port Operations Department
(CGD05-99-068), Coast Guard Marine
Safety Office Hampton Roads, 200
Granby Street, Norfolk, Virginia 23510,
or delivered to the 7th floor at the same
address between 8 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays.

The Port Operations Department of
Marine Safety Office Hampton Roads
maintains the public docket for this
rulemaking. Comments, and documents
as indicated in this preamble, will
become part of this docket and will be
available for inspection or copying at
the Coast Guard Marine Safety Office
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Hampton Roads, between 8 a.m. and 3
p-m., Monday through Friday, except
Federal holidays.

FOR FURTHER INFORMATION CONTACT:
Lieutenant Commander S. Moody or
Lieutenant L. Greene, Port Operations
Department, Coast Guard Marine Safety
Office Hampton Roads (757) 441-3294,
between 8 a.m. and 3 p.m., Monday
through Friday, except Federal holidays.

SUPPLEMENTARY INFORMATION:
Request for Comments

The Coast Guard encourages
interested persons to participate in the
early stages of this rulemaking by
submitting written data, views, or
arguments. Please explain your reasons
for each comment so that we can
carefully weigh the consequences and
impacts of any future requirements we
may propose. Persons submitting
comments should include their names
and addresses, identify this rulemaking
(CGD05-99-068) and the specific
section of this document to which each
comment applies. Please submit two
copies of all comments and attachments
in an unbound format, no larger than
8%2 by 11 inches, suitable for copying
and electronic filing. Persons wanting
acknowledgment of receipt of comments
should enclose stamped, self-addressed
postcards or envelopes. The Coast
Guard will consider all comments
received during the comment period.

The Coast Guard plans no public
hearing. Persons may request a public
hearing by writing to the Port
Operations Department at the address
under ADDRESSES. The request should
include the reasons why a hearing
would be beneficial. If it determines that
the opportunity for oral presentations
will aid this rulemaking, the Coast
Guard will hold a public hearing at a
time and place announced by a later
notice in the Federal Register.

Background and Purpose

Opsail 2000 is sponsoring the OPSAIL
2000 Parade of Tall Ships, as well as a
fireworks display. These events are
scheduled to take place on June 16 and
17, 2000 respectively, in the Port of
Hampton Roads, on the waters of
Chesapeake Bay and the Elizabeth River.
The Coast Guard expects a minimum of
10,000 spectator craft for this event. The
anticipated rulemaking will provide
specific guidance on temporary
anchorage regulations, vessel movement
controls, safety and security zones that
will be in effect at various times in those
waters during the period June 14—20,
2000. The Coast Guard may seek to
establish additional regulated areas,
Anchorage Grounds, and safety or

security zones once confirmation of the
exact number of vessels and dignitaries
that will be participating in OPSAIL
2000 becomes available.

Schedule of Events

At the current time, marine related
events will include the following:

1. June 15 and 16, 2000: The arrival
of more than 200 Tall Ships and
character vessels at Lynnhaven
Anchorage.

2. June 16, 2000: Parade of
approximately 200 Tall Ships and
character vessels from Cape Henry to
Town Point Park, Downtown Norfolk.

3. June 17, 2000: Fireworks display
scheduled to take place adjacent to the
Norfolk and Portsmouth Seawalls.

4. June 20, 2000: Scheduled departure
for the majority of the vessels.

Discussion

The Coast Guard estimates there will
be over 10,000 spectator craft and
commercial vessels (passenger vessels
and charter boats) in the area during
June 16 through 20, 2000. The safety of
parade participants and spectators will
require that spectator craft be kept at a
safe distance from the parade route. The
Coast Guard intends to establish
multiple limited access areas for the
vessel parade, and to temporarily
modify existing anchorage areas within
the port area to provide for maximum
spectator viewing areas and traffic
patterns for deep draft and barge traffic.

The most severe traffic restrictions
will be in place during the Parade of
Sail, which will begin the morning of
June 16 and end that evening. These
restrictions will affect all vessels. The
only other restriction anticipated for
commercial deep draft and barge traffic
will be during the fireworks display on
Saturday night, June 17. The Coast
Guard anticipates having vessels
available on request to escort deep draft
and barge traffic through congested
areas of Town Point Reach during all
other periods of June 16-20, 2000.

Regulatory Evaluation

At this early stage in what is still just
a potential rulemaking, the Coast Guard
has not determined whether any future
rulemaking may be considered a
significant regulatory action under
section 3(f) of Executive Order 12866 or
the regulatory policies and procedures
of the Department of Transportation

(DOT) (44 FR 11040; February 26, 1979).

The Coast Guard expects the
economic impact of any future
rulemaking to be minimal. Although the
Coast Guard anticipates restricting
traffic from transiting a portion of the
Elizabeth River, Newport News channel

and some anchorages during the vessel
parade, the effect of any future
rulemaking will be minimized because
of the limited duration of the event and
the extensive advance notifications that
will be made to the maritime
community via the Local Notice to
Mariners, facsimile, the internet, marine
information broadcasts, Hampton Roads
Maritime Association meetings, and
Hampton Roads area newspapers, so
mariners can adjust their plans
accordingly. The Coast Guard
anticipates that the majority of the
maritime industrial activity in the Port
of Hampton Roads will continue,
relatively unaffected by any future
rulemaking.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601 et seq.), the Coast Guard
must consider whether any potential
rulemaking, if it led to an actual rule,
would have a significant economic
impact on a substantial number of small
entities. “Small entities” include small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.

The Coast Guard does not anticipate
that its potential rulemaking will have
anything but a minimal impact upon
small entities, but expects that
comments received on this advance
notice will help it determine the
number of potentially affected small
entities and in weighing the impacts of
various regulatory alternatives for the
purpose of drafting any rules.

Assistance for Small Entities

In accordance with section 213(a) of
the Small Business Regulatory
Enforcement Act of 1996 [Pub. L. 104—
121], the Coast Guard wants to assist
small entities in understanding this
advance notice so that they can better
evaluate the potential effects of any
future rulemaking on them and
participate in the rulemaking. If you
believe that your small business,
organization, or agency may be affected
by any future rulemaking, and if you
have questions concerning this notice,
please consult the Coast Guard point of
contact designated in FOR FURTHER
INFORMATION CONTACT. The Coast Guard
is particularly interested in how any
future rulemaking may affect small
entities. If you are a small entity and
believe that you may be affected by such
a rulemaking, please tell how, and what
flexibility or compliance alternatives the
Coast Guard should consider to
minimize the burden on small entities
while promoting port safety.
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Collection of Information

The Coast Guard anticipates that any
future rulemaking will not provide for a
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

Federalism

The Coast Guard has analyzed this
advanced notice under the principles
and criteria contained in Executive
Order 12612. From the information
available at this time, the Coast Guard
cannot determine whether this potential
rulemaking would have sufficient
federalism implications to warrant the
preparation of a Federalism Assessment.

Unfunded Mandates

Under the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104-4), the
Coast Guard must consider whether this
potential rulemaking will result in an
annual expenditure by state, local, and
tribal governments, in the aggregate of
$100 million (adjusted annually for
inflation). If so, the Act requires that a
reasonable number of regulatory
alternatives be considered, and that
from those alternatives, the least costly,
most cost-effective, or least burdensome
alternative that achieves the objective of
the rule be selected. The Coast Guard
does not anticipate that any future
rulemaking will result in such
expenditures, but welcomes comments
addressing the issue from interested
parties.

Environment

The Coast Guard anticipates that any
potential rulemaking would be
categorically excluded from further
environmental documentation in
accordance with Commandant
Instruction M16475.1C. Any such
rulemaking would be designed to
minimize the likelihood of maritime
disasters with their attendant
environmental consequences and to
enhance the safety of participants,
spectators, and other maritime traffic.
Therefore, any potential rulemaking
should have no environmental impact.
The Coast Guard invites comments
addressing possible effects that any such
rulemaking may have on the human
environment or addressing possible
inconsistencies with any Federal, State,
or local law or administrative
determinations relating to the
environment. It will reach a final
determination regarding the need for an

environmental assessment after receipt
of relevant comments.
J.E. Schrinner,

Captain, U.S. Coast Guard, Captain of the
Port Hampton Roads.

[FR Doc. 99-25448 Filed 9-29-99; 8:45 am]
BILLING CODE 4910-15-U

POSTAL RATE COMMISSION

39 CFR Part 3001
[Docket No. RM98-2; Order No. 1263]

Revisions To Library Reference Rule;
Further Changes

AGENCY: Postal Rate Commission.

ACTION: Supplementary notice of
proposed rule.

SUMMARY: This document addresses
comments on a previous proposal to
revise rules on the use of library
references. It also presents another set of
revisions for comment. The revisions
are intended to improve administrative
aspects of the library reference practice.
DATES: File comments by October 20,
1999.

ADDRESSES: Send comments on this
proposal to Margaret P. Crenshaw,
Secretary of the Commission, Postal
Rate Commission, 1333 H Street, NW.,
Suite 300, Washington, DC 20268-0001.
FOR FURTHER INFORMATION CONTACT:
Stephen L. Sharfman, General Counsel,
202-789-6820.

SUPPLEMENTARY INFORMATION:

Regulatory History

On September 8, 1998, the
Commission published order no. 1219
in the Federal Register (63 FR 47456)
setting forth its initial proposal to revise
rule 31(b) (39 CFR 3001.31(b)). The
Commission received eight sets of
comments on the proposal. In order no.
1223 (issued December 24, 1999), the
Commission proposed further revisions.
These were published in the Federal
Register on December 24, 1998 (63 FR
71251). The Commission received three
sets of comments on the amended
version of the rule. Comments on both
orders are available for public
inspection in the Commission’s docket
section. They also can be accessed
electronically at www.prc.gov. The
Commission issued this order (no. 1263)
proposing further revisions on
September 23, 1999. It directed
interested parties are invited to submit
comments following publication of this
proposal in the Federal Register (see
Dates for the deadline) and directed the
Secretary to cause this order to be
published in the Federal Register, in

accordance with all applicable
regulations of the Office of the Federal
Register.

Introduction

This is the third order the
Commission has issued in a rulemaking
revising rule 31(b) provisions on the
practice of filing library references. It
briefly describes previous proposals,
addresses various comments, and
presents further proposed revisions. The
proposed changes reflect the same focus
on limited administrative improvements
as the earlier proposals, but place
greater emphasis on the role of the
notice in providing relevant
information. Inclusion of a detailed
preface or summary, which had been
proposed as a mandatory requirement,
is made optional. New provisions, based
on a Postal Service analysis, identify six
categories of library references. The
proposal also clarifies when library
references may be filed and when
special requests for service can be made.
The rule has been reorganized and
renumbered to reflect these changes
(consistent with Office of the Federal
Register style.) Minor editorial revisions
also have been made.

I. Summary of Initial Proposal (Order
No. 1219)

The initial set of provisions issued in
this rulemaking listed the circumstances
when material could be filed as a library
reference. The list reflected the practice
that had grown up around the existing
rule. It included the following
independent considerations: When
physical characteristics (such as bulk or
volume) make service of the material
unduly burdensome; when the material
is of limited interest to the entire service
list; when the material qualifies as a
secondary source; when reference to the
material is made easier or otherwise
facilitated; or when otherwise justified
by circumstances, as determined by the
Commission or presiding officer.

The initial proposal also required
those who file library references
(“filers’) to provide detailed
information and related disclosures
about the material in both an
accompanying motion and in a preface
or summary contained in the library
reference. This represented a change in
practice, as the long-standing rule has
required only a notice with minimal
information. The proposal also required
submission of an electronic version of
material.
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1. Second Proposal (Order No. 1223)

A. Summary of Provisions

The second set of revisions eliminated
the motion requirement. It reinstated the
notice, specifying that it include the
same type of information and
disclosures the motion would have had
to provide. It retained the separate
preface requirement. The proposal
limited the circumstances justifying
submission of a library reference by
requiring consideration of the material’s
physical characteristics (as they relate to
service) in conjunction with one of the
other long-recognized circumstances. It
also clarified requirements for the
contents of the notice; increased the
number of hard copies required to be
filed from one to two; and limited
special requests for service.

B. Summary of Comments

The Commission received comments
from the Postal Service, the Office of the
Consumer Advocate (OCA) and David
Popkin (Popkin) on the second version
of the rule. Further Comments of the
United States Postal Service (February
1, 1999); Renewed Request for Informal
Conference and OCA Comments in
Response to Order No. 1223 on
Proposed Revisions to Commission
Rules on Library References (February 1,
1999); and Correspondence of David B.
Popkin (January 23, 1999). (Hereafter,
“‘Postal Service Comments,” “OCA
Comments,” and ““Popkin Comments.”’)

C. Commenters’ Positions in General

The Postal Service’s position. The
Service provides this perspective on its
practice with respect to library
references:

In past general rate cases, the Postal
Service typically has not filed as a ‘library
reference’ material it intended to be admitted
directly into the evidentiary record. Rather,
such material has been filed as testimony. In
Docket No. R97-1, however, this historical
practice may have become obscured. As a
result of the events of that proceeding, the
Postal Service now anticipates (and would
even in the absence of this rulemaking) that
more material of the type that in the past may
have been submitted as library references
will simply be filed as testimony.

Postal Service Comments at 9 (footnotes
omitted).

The Commission believes that the
Service’s representations regarding
future filings provide a sound basis for
assuming that the most serious
problems associated with library
references in Docket No. R97-1 will not
recur. At the same time, the
Commission finds that improvements in
the basic administration of the library
reference practice are still needed. In

particular, the Commission wants to
insure that the notice accompanying
each library reference provides
information that adequately identifies
the contents and discloses how it relates
to an issue or may be used in a case.
Also, the Commission believes the
practice of filing library references
should be limited to appropriate
circumstances and categories of
material.

Other concerns. The Service objects to
the proposal’s across-the-board
application to all library references, as
well as to many specific provisions. It
claims further revisions are needed if
the Commission’s apparent objectives
are to be achieved without unduly
burdening the Postal Service. The
Service renews its request for an
informal conference, but says the focus
could be narrower than originally
proposed. In support of this approach,
the Service claims (without detailed
explanation) that problems and
solutions could be explored more
efficiently in a conference than through
the written comment-and-reply process.

The Service also notes that it has
identified six categories of library
references, and suggests that these
groupings could serve as a basis for
discussion at the conference. However,
it further states that it believes five of
the six categories—all but *““All Other
Material”’—should be exempt from the
proposed requirements (as amended to
reflect other concerns the Service
raises). The Service’s rationale is that to
the extent there was legitimate
controversy over library references in
Docket No. R97-1, all of the material at
issue was within proposed Category 6
(All Other Material). Postal Service
Comments at 1-2.

The OCA'’s position. The OCA
generally asserts that the Commission’s
proposal is not sufficiently thorough. It
urges further amendments incorporating
some of the suggestions it offered in its
initial comments. These include a
comprehensive cross-walk or “‘road
map’’ linking library references to
witnesses; a continuing obligation to
update the cross-walk; and production
of survey data at the time survey results
are filed, along with specific relief if
such data are not contemporaneously
filed. OCA Comments at 1-3.

The OCA asks that the Commission
provide an avenue of relief if the new
requirements are ignored or abused and
seeks clarification of the circumstances
under which a library reference can be
filed. Id. at 2. It notes that it continues
to believe that adjustments that are
closely, but not necessarily directly
related to, the library reference practice
could be included in this rulemaking.

Id. The OCA also questions the
adequacy of the Commission’s
explanation of how it balanced the
burdens associated with the library
reference practice. Id. at 5-6. It
emphasizes that reviewers shoulder a
considerable burden, especially if the
Commission does not require the
Service to provide (and update) a cross-
walk between testimony and library
references. Id. at 6.

Mr. Popkin’s position. Mr. Popkin
raises a concern about his ability to
participate in an economical and
effective manner, given that he does not
work or reside in the Washington, DC
area. In particular, he emphasizes the
need for requiring the filer to provide a
detailed description of the contents of
library references. He also supports
extending the right to make a special
request for service to all library
references. Popkin Comments at 1.

D. Commission Response

Response to the Service’s general
concerns. The Commission has
considered the Service’s request for a
conference, but is not convinced that
this approach would be a more efficient
way of developing improvements. The
Service has not presented persuasive
reasons why the issues under
consideration are not suited to the
notice-and-comment format
traditionally used for changes of this
nature. It is also not clear that a
conference would elicit any more (or
better informed) participation than the
notice-and-comment approach.
Therefore, the Commission plans to
proceed with the rulemaking format.

In response to the Service’s concern
over the rule’s “‘one-size fits all”
approach, the Commission notes that
the underlying proposal assumed that
participants would avail themselves of
the opportunity to seek waiver of all or
part of the proposed provisions (under
rule 22) whenever appropriate. To make
clear that waiver is an option, the
Commission is adding a provision
similar to that in rule 54(r). The
proposed language reads as follows:

Upon the filing of a motion showing good
cause, the Commission may waive one or
more of the provisions relating to library
references. Motions seeking waiver may
request expedited consideration and may
seek waiver for categories of library
references.

The Commission considers this
approach preferable to the Service’s
suggestion, which sets up a structure for
categorizing library references, only to
exempt all but one category from
application of the rule. The Commission
nevertheless believes the proposed
categories have considerable utility for a
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number of purposes, including as a
frame of reference when requests for
waiver are filed or when special
requests for copies are made. Therefore,
the proposed rule identifies and defines
them essentially as suggested by the
Service.

Response to OCA’s general concerns.
The OCA requests more extensive cross-
referencing to library references than the
Commission has proposed and wants
survey data to be provided when the
survey results are initially filed. In the
rule proposed here, the Commission is
not including the requested approach to
survey data, as it believes this expands
the rulemaking beyond the limits
established early on. However, the
Commission is adopting a limited cross-
referencing requirement. The
Commission does agree with the basic
OCA premise that the rule should
clearly set out the current expectation
that testimony and exhibits presented in
Commission proceedings should
contain adequate citation for
specifically referenced source material.
Therefore, language is added to rule
31(b) to make current expectations more
explicit. See rules 31(k) and 54(0).

With respect to the adequacy of the
explanation of burden, the Commission
assumed it was clear that complying
with the new provisions would fall most
heavily on the Service, as it generally
files the most library references.
Eliminating mandatory motion practice
was one means of reducing burden on
the Service. Increasing the amount of
information provided in the notice was
a way of reducing a reviewer’s burden.

A comprehensive cross-walk linking
testimony and library references would
further assist a reviewer, but the
Commission is not convinced that the
job of preparing one, at least on the
scale required for omnibus cases, is as
simple as the OCA asserts. There are
complexities associated with the
Service’s preparation of a formal
request, and the Commission does not
seek to add to them unnecessarily by
mandating preparation of a cross-walk,
unless it becomes apparent that this is
essential as a matter of due process.
However, should the Service prepare
even a limited or partial cross-walk in
the course of organizing its filing, the
Commission hopes this document (and
any updates) would be made available
to the entire service list on a voluntary
basis. Additionally, discovery requests
for such information are permissible.

The elimination of the motion
requirement, as the OCA notes, also
eliminates an explicit avenue for relief,
should the notice be deficient (or not
filed at all). The Commission has
considered the need for providing a

specific enforcement mechanism in its
revised proposal to address other
situations, but has concluded that an
aggrieved reviewer can seek redress
either informally (preferably by asking
the filer to provide any missing
information) or by seeking special relief
from the Commission.

Response to Popkin. The retention of
requirements specifying that certain
information and disclosures be made in
the notice addresses Popkin’s concerns
about a reviewer’s ability to determine
the contents of a library reference. The
Commission continues to believe that
opportunities to make a special request
for service of material filed as a library
reference should be limited. In
maintaining this position, the
Commission notes its expectation that
the Service (and other filers) will be
including in testimony and exhibits
much of the type of information that has
been filed as a library reference in the
past.

I1l. The Service’s Proposed Library
Reference Categories

The Service has grouped the library
references it filed in Docket No. R97-1
into six categories. The categories are
Reporting Systems Material (Category
1); Witness Foundational Material
(Category 2); Pure Reference Material
(Category 3); Material Provided in
Response to Discovery (Category 4);
Disassociated Material (Category 5); and
All Other Material (Category 6). See
generally Postal Service Comments at
16-27.

Under the Service’s approach,
Category 1 consists of library references
relating to the Service’s statistical cost
and revenue reporting systems and their
primary outputs. The Service notes that
this category could be further
subdivided into two groups, with one
consisting of documentation (such as
handbooks and manuals) and the other
consisting of data generated by the
reporting systems, related reports, or
any data compilations generated in the
process of producing final reports. Id. at
16-17.

Category 2 (Witness Foundational
Material) consists of material relating to
the testimony of specific witnesses. The
Service says this material provides
access to the information identified by
rule 31 as necessary to the
establishment of a proper foundation for
receiving into evidence the results of
studies and analyses. It also notes that
much of this information is typically
provided, at least in part, in electronic
format. Id. at 20.

Category 3 (Pure Reference Material)
consists of previously published
material provided for the convenience

of the reader. The Service says this
category includes materials such as
entire books, portions of books, articles,
reports, manuals, handbooks, and
contracts. Id. at 22. Category 4 (Material
Provided in Response to Discovery)
consists of material provided in
response to discovery requests. Id. at 23.
Category 5 (Disassociated Material)
consists of material provided by a party,
at the request of another, from which
the filing party wishes to be
disassociated. The Service characterizes
this as material filed “under protest,”
when the filing party wishes to make
clear that it is neither vouching for, nor
in any way sponsoring, the material that
is provided. Id. at 26. Category 6 (All
Other Material) consists of library
references not fitting any of the other
categories. Id. at 27.

IV. Section-by-Section Summary

The following discussion assumes
that the changes referred to are being
made to the second set of rules issued
in Order No. 1223 (also referred to here
as the underlying proposal). Numbering
reflects Office of Federal Register style
preferences.

A. Paragraph (b)(1) of Section 31

General introduction to provisions on
documentary material. The underlying
proposal left this provision unchanged
from the version currently in effect,
except for minor editorial and
organizational changes. These included
changing the heading from
“Documentary” to “Documentary
material—(1) General.” Also, the last
two sentences of this provision (which
address the evidentiary status of
material contained in library references)
were relocated to a separate paragraph
under section 31(b)(2) and captioned
““Status of library references.”

Commenters positions. No commenter
addresses the minor changes the
Commission proposed in this
subsection, but the OCA asks that a
sentence be added to emphasize the
need for specific references in all
testimony and exhibits. The proposed
language reads: ‘“Exhibits prepared for
Commission proceedings shall cite with
specificity the page and, if necessary for
comprehension, the line number, of
specific portions of testimony, exhibits,
library references or other referenced
material.” OCA Comments at 8.

Commission response. The
Commission supports adequate citation
to sources in all filings, and adopts a
variation on the OCA’s proposal.
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B. Underlying Paragraph (b)(2) of
Section 31—General Presentation of
Provisions on Library References

To reduce the need for extensive
renumbering of succeeding provisions
in the Commission’s rules of practice,
both of the previous versions organized
the provisions on library references into
a newly-designated paragraph 31(b)(2).
This approach is retained in the set of
rules proposed here. Further changes
affecting the numerical designation of
internal subdivisions are identified
below.

C. Underlying Paragraph 31(b)(2)(i)

Definition of library reference;
recognition of related practice;
circumstances for filing. In the
underlying proposal, the first sentence
stated that a library reference is a
generic term or label that may be used
to identify or refer to certain documents
or things filed with the Commission’s
document room. The second sentence
stated that the practice of filing library
references is authorized primarily as a
convenience to filing participants and
the Commission. The third sentence
identified the situations or
circumstances when a library reference
may be filed. These included when the
physical characteristics make
compliance with service requirements
burdensome and any one of the
following factors exist: limited interest;
status as a secondary source; when
reference to the material would be
facilitated; or when otherwise justified
by circumstances.

The formulation of the first sentence
generated no opposition. It appears in
the version presented here as it did in
the underlying version. Following this
sentence, the Commission is adding a
new provision identifying and
describing six categories of library
references. The wording closely tracks
the Postal Service’s suggestions. This
addition (paragraph (b)(2)(i) of section
31) reads as follows:

Participants are encouraged to
identify and refer to library reference
material in terms of the following
categories:

Category 1—Reporting Systems
Material (consisting of library references
relating to the Postal Service statistical
cost and revenue reporting systems, and
their primary outputs); Category 2—
Witness Foundational Material
(consisting of material relating to the
testimony of specific witnesses,
primarily that which is essential to the
establishment of a proper foundation for
receiving into evidence the results of
studies and analyses); Category 3—
Reference Material (consisting of

previously published material provided
for the convenience of the reader, such
as books, chapters or other portions of
books, articles, reports, manuals,
handbooks, guides, and contracts);
Category 4—Material Provided in
Response to Discovery (consisting of
material submitted in answer to
discovery requests); Category 5—
Disassociated Material (consisting of
material provided at the request of
another, from which the filing party
disassociates itself, especially in terms
of vouching for or sponsoring the
material); Category 6—All Other
Material (consisting of library references
not fitting any of the other categories).

Because of the addition of this
language, the second sentence in the
underlying version is redesignated as
paragraph (b)(2)(ii) of section 31. The
Commission has considered, but
rejected, a change in the wording of this
sentence based on the Postal Service’s
observation that in some instances, such
as when it complies with a request for
production of documents under rule 26,
filing material as a library reference may
be a convenience for the requesting
party. The Commission notes that the
reference to convenience is qualified
with the term “primarily.” This leaves
open other possibilities, such as the
situation the Service raises; therefore,
this provision is not revised.

D. Underlying Paragraph (b)(2)(i)(A)—(E)
of Section 31

Circumstances under which a library
reference may be filed. The OCA points
out that the Commission’s revision links
physical characteristics that presumably
make service unduly burdensome with
one of the circumstances enumerated in
the following subsections. The OCA
contends that this is contrary to the
sense of the initial proposal, and asserts
that this restricts the filing of library
references to documents too
burdensome to serve. OCA Comments at
12.

Commission response. The
presentation in the underlying version
was based on the Commission’s
assessment that the practice of filing
library references should be limited, in
accordance with the original intent of
the rule. (The size of a document in
terms of number of pages was a major
concern when the rule was originally
promulgated.) It also recognized that as
the ability to produce material in
electronic format increases, there are
likely to be fewer instances when
material is too voluminous to serve in
the traditional hard-copy sense.

The Commission is retaining the more
limited approach of the underlying
version in the accompanying set of

rules, but is revising it in two respects.
First, the provision for filing when
otherwise justified by circumstances—
which now appears as paragraph
(b)(2)(i)(E) of section 31—is established
as a consideration independent of
physical characteristics. It appears as
paragraph (b)(2)(iii) of section 31.
Second, a provision is added as
paragraph (b)(2)(ii) of section 31 to
recognize that a filer may seek to
comply with a discovery request for
production of documents or things by
making the material available as a
library reference, without the need for
special approval or waiver.

Special requests. In the underlying
version, the Commission proposed
limiting special requests to situations
meeting the terms of section
31(b)(2)(i)(A) and (B)—when the
physical characteristics of the material
would make service unduly
burdensome and the material was of
limited interest. The filer was to provide
a copy of the requested material within
three days or, in the alternative, inform
the requesting participant of certain
matters, including when the material
would be available. The Commission’s
commentary noted that absence of a
specific authorization for special
requests in other instances did not
automatically foreclose a participant
from making a request.

The Service observes, with respect to
special requests, that it ““has serious
concerns about any draft provision
which might be construed to entitle
parties to copies of substantial portions
of the set of library references filed with
the case.” Postal Service Comments at
6—7. It says: “In this respect, directly
limiting application of the ‘extra copy’
provisions of the proposed procedures
by reference to the categories suggested
by the Postal Service * * * would
likely be more effective.” Id. at 8.

Mr. Popkin notes that he has had a
problem in the past with obtaining
material that has been filed as a library
reference. It appears that the material in
question may have been filed in
response to a request for production of
documents (under rule 26). As the
Service notes, the terms of rule 26 direct
the responding party to make the
material available for inspection and
copying, but do not require service.

Special requests are a challenging
issue. The Commission continues to
oppose an across-the-board allowance
for special requests. It also believes that
the growing ability to produce and
distribute most material in an electronic
format reduces the need for participants
to make special requests for hard-copy
service. Also, the Commission believes
that exposing the filer of a library
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reference to the potential for repeated
requests for service diminishes the
extent to which the practice of filing a
library reference is a convenience.

Based on further consideration of
these points and others raised by the
commenters, the Commission proposes
a separate provision on special requests.
This provision sets out the basic policy
that special requests for service are not
encouraged and that no blanket requests
for service of library reference material
may be made. It further provides that
special requests must be made in the
form of a detailed motion.

E. Underlying Paragraph (b)(2)(ii) of
Section 31—Filing Procedure

In the underlying version, this
paragraph states that library references
are to be accompanied by a
contemporaneous notice, and specifies
that two hard copies of the material are
to be filed. It also outlines the
information that is to be included in the
notice. The filer must describe what the
material consists of or represents; how
the material relates to the participant’s
case or to issues in the proceeding; and
whether the material contains a survey
or survey results. Filers must also
address certain matters related to the
material’s potential use as evidence and
its relationship to other documents.
These include disclosing whether the
participant anticipates seeking
admission of the material into evidence;
identifying authors or others who make
a material contribution; identifying
related documents; identifying portions
of the material that may be entered into
evidence; and identifying the expected
sponsor. A companion provision, in
underlying paragraph 31(b)(2)(iii),
requires library references to include a
preface, and sets out the information
and disclosures that must be presented
therein.

Commenters’ positions. The Postal
Service acknowledges that it opposed
the motion requirement, but says it is
not satisfied with the Commission’s
notice alternative because it does
nothing to lessen the burden on the
Postal Service. Instead, the Service says
it “merely substitutes what amounts to
virtually the same content requirements
for the required notice as were initially
proposed for the motion.” Postal Service
Comments at 2-3.

The OCA says it does not seek
reinstatement of the motion
requirement, but raises a concern that
there is no clear avenue of relief for
those who believe a filing participant
has failed to satisfy the new
requirements. It asks that the
Commission explicitly provide one.
OCA Comments at 1-2.

Commission response. Given the
minimal information that has been
provided in many notices, adoption of
almost any new requirements would
entail more effort from the Service or
any other participant filing a library
reference. However, the Commission
believes that most of its proposed
requirements are sound, and retains
many of them in the final version.
However, as discussed below, it is
eliminating the preface as a mandatory
item in library references.

Contents of the required notice. The
Service supports requiring a description
of the contents of the library reference
and an explanation of how it relates to
other material in the case. However, it
asserts that requiring the filing party to
state whether the material contains a
survey or survey results, can “safely be
omitted” because it is unclear why a
special provision should be devoted
exclusively to an indication of this
nature. Postal Service Comments at 12.

The Service also claims that certain
other requirements are “‘of mixed
utility.” For example, it notes that the
notice is to set forth the reason why the
material is being designated as a library
reference. The Service observes that
while wanting to know why the library
reference is being submitted is
understandable in the abstract, the
reasons are usually fairly obvious in
practice, especially for those involving
entire categories the Service requests be
exempted from the rules. Id. The
Service also questions the provision
requiring identification of authors or
others materially contributing to the
preparation of the library reference. Id.
As an example, it cites the production
of a spreadsheet, and questions why the
filer must provide the identity of
individuals who only assist in its
preparation. Id. at 13.

The underlying version also includes
a requirement that the filing participant
disclose whether the material contains
survey results. Both the Service and the
OCA address this provision, but their
interests are significantly different. The
OCA’s concern is that the Commission’s
proposal is not an adequate substitute
for its original request that the
Commission require survey data to be
filed at the time the survey results are
submitted. The Service, on the other
hand, asks why this requirement is
included, since it expects this
information would be provided in the
required description.

Commission response. Although the
Service asserts that the reason for filing
a library reference is “‘usually fairly
obvious,” the Commission continues to
believe that the notice would be of more
assistance to reviewers if this

information is provided. The underlying
version required filers to address this in
terms of the circumstances set out in the
rule. Given the addition of the list of
categories, the Commission proposes
that filers identify the category of the
material as well.

The Commission believes the Service
reads too much into the requirement for
identification of ““authors or others
materially contributing to the
preparation of the library reference.”
The rule does not require filing
participants to list those providing
clerical, secretarial, or related
administrative assistance in connection
with the material. The “others” referred
to should be presumed to stand in
essentially the same relationship to the
material as does an “author.” In
providing direction regarding the
interpretation of this phrase, the
Commission expects filing participants
and reviewers to exercise good
judgment in complying with this
requirement. For example, in the case of
a spreadsheet prepared by an assistant,
it may be adequate to indicate that the
material was prepared under the
direction of a certain witness.

With respect to survey results, the
Commission notes that it regarded the
OCA’s original suggestion regarding
contemporaneous filing of survey
results among those that were beyond
the scope of this limited rulemaking.
However, the Commission also believed
that one objective of the rule—more
extensive disclosure of the contents of
the material contained in the library
reference—would be enhanced if survey
results were specifically identified. As
surveys may require more extensive or
more expert analysis than other
material, the Commission continues to
believe it is appropriate for this
information to be disclosed. However,
in line with the Service’s observation
that survey results are the type of
description that might be provided in
response to the requirement of a general
disclosure of contents, the wording of
the accompanying set of rules is
amended to reflect this. Several minor
editorial changes are made to other
provisions to clarify the extent of the
required disclosures.

The OCA'’s proposal that this
paragraph include a requirement for a
cross-walk or “road map.” In line with
its interest in a cross-walk, the OCA
proposes adding the following
paragraph to this provision:

The filing shall include a listing, by
witness, of those witnesses who rely upon or
cite to the library reference together with
specific references to pages and schedules in
testimony and exhibits where the library
reference is cited. The listing shall be
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updated as additional library references are
filed.

OCA Comments at 7.

Commission response. The
Commission declines to adopt the
proposed amendment, for reasons
discussed earlier.

F. Underlying paragraph (b)(2)(iii) of
Section 31

Labels, descriptions (including
information to be provided in a preface
or summary with library reference
itself), and related disclosures. The first
sentence of the underlying provision
directs the filing participant to use
standard notation to label the library
reference and to comply with any
additional requirements that may be
imposed by the presiding officer or the
Commission. This provision has not
been controversial. It is retained in the
third version, but the caption is changed
to “Labeling” to reflect a change in the
organization of the rule. The second
sentence in the underlying paragraph is
replaced with text identifying the
inclusion of a detailed preface as an
option. It is also redesignated.

Elimination of mandatory inclusion of
a preface or summary. The underlying
proposal requires that material
designated as a library reference include
a preface or summary addressing the
following points: the proceeding and
document or issue involved; the identity
of the designating participant; the
identity of the sponsoring witness or
witnesses (or the reason why this cannot
be provided); to the extent feasible,
other library references or testimony
that utilize information or conclusions
developed therein; and whether the
library reference is an update or revision
to a library reference filed in another
Commission proceeding.

Commenters’ positions. The Service
says that to the extent it agrees
information listed in this subsection is
necessary, the information has been
provided in the vast majority of
instances. However, it also contends
that not all of the information is
necessary. It further notes that in some
instances, such as when the material is
a pre-existing document, it may be
difficult or impossible to comply, and
not necessary if the notice is adequate.
Id. at 13-14. It also objects to the
requirement of identifying “other library
references or testimony that utilize
information or conclusions developed
therein” to the extent it calls for an
exhaustive list of all downstream
testimony or library references, but
agrees to the extent it applies to material
developed primarily to support a
particular study or testimony.

Commission response. The version
proposed here makes inclusion of a
detailed preface or summary an option.
In addition, the Commission is requiring
some of the disclosures that were to be
included in the preface to be set forth
in the expanded notice requirement.

G. Subsection 31(b)(2)(iv)—Electronic
Versions of Library References

The underlying version requires an
electronic version, or an explanation of
why an electronic version cannot be
provided.

Commenters’ positions. The Service
observes, in connection with this
requirement, that the universe of library
references can largely be bifurcated into
those which exist as library references
because they are entirely electronic or
have an electronic component, and
those consisting of voluminous hard
copy material for which no electronic
version is available. It further says that
increasingly, voluminous hard copy
material is not likely to be filed if an
electronic version could be filed more
easily. The Service believes the
intended result will be substantially
achieved with or without any formal
rule change. Id. at 15-16. It says it
would prefer a rule which simply
encourages parties to file electronic
versions of library reference material
whenever possible. Id. at 16.

Commission response. The
Commission acknowledges the trend
toward increased filing of material in an
electronic format, but declines to alter
the proposed provision in the manner
suggested by the Postal Service.
However, the Commission amends this
provision to encourage the inclusion of
a preface containing the information
and disclosures required to be provided
in the notice. The Commission believes
that including a detailed preface would
assist reviewers in instances where the
notice is not readily available.

H. Underlying Paragraph (b)(2)(v) of
Section 31—Status of Library References

This provision remains unchanged,
but it is redesignated.

I. Waiver

As explained earlier, the Commission
anticipated that the Service or other
filers would file a motion for waiver of
operation of various library reference
provisions when deemed appropriate.
To make clear this option exists, the
Commission is including a specific
provision (described earlier.)

J. Number of Copies

The accompanying version retains the
requirement (in the underlying version)
that two hard copies be provided. This

language appears in a separate
provision.

V. Set of Rules

The set of rules the Commission is
proposing follows.

Dated: September 23, 1999.
Margaret P. Crenshaw,
Secretary.

List of Subjects in 39 CFR Part 3001

Administrative practice and
procedure; Postal Service.

For the reasons discussed in the
preamble, the Commission proposes to
amend 39 CFR part 3001 as follows:

PART 3001—RULES OF PRACTICE
AND PROCEDURE

1. The authority citation for part 3001
continues to read as follows:

Authority: 39 U.S.C. 404(b); 3603, 3622—
24, 3661, 3662.

2. Amend §3001.31 by revising
paragraph (b) to read as follows:

§3001.31 Evidence.

* * * * *

(b) Documentary material.—(1)
General. Documents and detailed data
and information shall be presented as
exhibits. Testimony, exhibits and
supporting workpapers prepared for
Commission proceedings that are
premised on data or conclusions
developed in a library reference shall
provide the location of that information
within the library reference with
sufficient specificity to permit ready
reference, such as the page and line, or
the file and the worksheet or
spreadsheet page or cell. Where relevant
and material matter offered in evidence
is embraced in a document containing
other matter not material or relevant or
not intended to be put in evidence, the
participant offering the same shall
plainly designate the matter offered
excluding the immaterial or irrelevant
parts. If other matter in such document
is in such bulk or extent as would
unnecessarily encumber the record, it
may be marked for identification, and,
if properly authenticated, the relevant
and material parts may be read into the
record, or, if the Commission or
presiding officer so directs, a true copy
of such matter in proper form shall be
received in evidence as an exhibit.
Copies of documents shall be delivered
by the participant offering the same to
the other participants or their attorneys
appearing at the hearing, who shall be
afforded an opportunity to examine the
entire document and to offer in
evidence in like manner other material
and relevant portions thereof.
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(2) Library references. (i) The term
“library reference” is a generic term or
label that participants and others may
use to identify or designate certain
documents or things (“‘material’’) filed
with the Commission’s docket section.
To the extent possible, material filed as
a library reference shall be identified
and referred to by participants in terms
of the following categories:

Category 1—Reporting Systems Material
(consisting of library references relating to
the Service’s statistical cost and revenue
reporting systems, and their primary
outputs); Category 2—Witness Foundational
Material (consisting of material relating to the
testimony of specific witnesses, primarily
that which is essential to the establishment
of a proper foundation for receiving into
evidence the results of studies and analyses);
Category 3—Reference Material (consisting of
previously published material provided for
the convenience of the reader, such as books,
chapters or other portions of books, articles,
reports, manuals, handbooks, guides, and
contracts; Category 4—Material Provided in
Response to Discovery (consisting of material
provided in response to discovery requests);
Category 5—Disassociated Material
(consisting of material at the request of
another, from which the filing party wishes
to be disassociated, is not vouching for or
sponsoring the material provided); Category
6—AlI Other Material (consisting of library
references not fitting any of the other
categories).

(ii) The practice of filing a library
reference is authorized primarily as a
convenience to filing participants and
the Commission under certain
circumstances. These include when the
physical characteristics of the material,
such as number of pages or bulk, are
reasonably likely to render compliance
with the service requirements unduly
burdensome; and one of the following
considerations apply:

(A) Interest in the material or things
so labeled is likely to be so limited that
service on the entire list would be
unreasonably burdensome, and the
participant agrees to serve the material
on individual participants upon request
within three days of a request, or to
provide, within the same period, an
explanation of why the material cannot
be provided within three days, and to
undertake reasonable efforts to promptly
provide the material; or,

(B) The participant satisfactorily
demonstrates that designation of
material as a library reference is
appropriate because the material
constitutes a secondary source. A
secondary source is one that provides
background for a position or matter
referred to elsewhere in a participant’s
case or filing, but does not constitute
essential support and is unlikely to be
a material factor in a decision on the
merits of issues in the proceeding; or,

(C) Reference to, identification of, or
use of the material would be facilitated
if itis filed as a library reference; or

(D) The material is filed in
compliance with a discovery request for
production of documents or things.

(iii) Other circumstances. If a
participant considers it appropriate to
file material as a library reference, but
for the inability to satisfy the terms set
out in paragraphs (b)(2)(ii)(A)—(D) of this
section, the material may be filed (by
means of a notice) subject to the
following conditions:

(A) Inclusion in the accompanying
notice of a detailed explanation of the
reason for filing the material under this
provision;

(B) Satisfaction of all other applicable
requirements relating to library
references; and

(C) the Commission’s right to refuse
acceptance of the material in its docket
room and its right to take other action
to ensure participants’ ability to obtain
access to the material.

(iv) Filing procedure. Participants
filing material as a library reference
shall provide contemporaneous written
notice of this action to the Commission
and other participants, in accordance
with applicable service rules. The notice
shall:

(A) Set forth the reason(s) why the
material is being designated as a library
reference, with specific reference to
paragraphs (b)(2) (ii) and (iii) of this
section;

(B) Identify the category into which
the material falls and describe in detail
what the material consists of or
represents, noting matters such as the
presence of survey results;

(C) Explain in detail how the material
relates to the participant’s case or to
issues in the proceeding;

(D) Identify authors or others
materially contributing to substantive
aspects of the preparation or
development of the library reference;

(E) Identify the documents (such as
testimony, exhibits, an interrogatory) or
request to which the library reference
relates, to the extent practicable;

(F) Identify other library references or
testimony relied upon or referred to in
the designated material, to the extent
practicable;

(G) Indicate whether the library
reference is an update or revision to a
another library reference and, if it is,
clearly identify the predecessor
material; and

(H) To the extent feasible, identify
portions expected to be entered and the
expected sponsor (if the participant
filing a library reference anticipates
seeking, on its own behalf, to enter all

or part of the material contained therein
into the evidentiary record).

(v) Labeling. Material filed as a library
reference shall be labeled in a manner
consistent with standard Commission
notation and any other conditions the
presiding officer or Commission
establishes.

(vi) Optional preface or summary.
Inclusion of a preface or summary in a
library reference addressing the matters
set out in paragraphs (b)(2)(iv)(A)-(H) of
this section is optional.

(vii) Electronic version. Material filed
as a library reference shall also be made
available in an electronic version,
absent a showing of why an electronic
version cannot be supplied or should
not be required to be supplied.
Participants are encouraged to include
in the electronic version the information
and disclosures required to be included
in the accompanying notice.

(viii) Number of copies. Except for
good cause shown, two hard copies of
each library reference shall be filed.

(ix) Special requests. Special requests
for service of material filed as a library
reference are not encouraged. Special
requests must be made in the form of a
detailed motion setting forth the reasons
why service is necessary or appropriate.

(X) Waiver. Upon the filing of a
motion showing good cause, the
Commission may waive one or more of
the provisions relating to library
references. Motions seeking waiver may
request expedited consideration and
may seek waiver for categories of library
references.

(xi) Status of library references.
Designation of material as a library
reference and acceptance in the
Commission’s docket section does not
confer evidentiary status. The
evidentiary status of the material is
governed by this section.

[FR Doc. 99-25257 Filed 9-29-99; 8:45 am]
BILLING CODE 7710-FW-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 51

[FRL-6448-4]

RIN 2060-Al45

Air Quality: Revision to Definition of

Volatile Organic Compounds—
Exclusion of t-Butyl Acetate

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: This action proposes to revise
EPA’s definition of volatile organic
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compounds (VOC) for purposes of
Federal regulations related to attaining
the national ambient air quality
standards (NAAQS) for ozone under
title | of the Clean Air Act (Act). This
proposed revision would add t-butyl
acetate (also known as tertiary butyl
acetate or informally as TBAC or TBACc)
to the list of compounds excluded from
the definition of VOC on the basis that
this compound has negligible
contribution to tropospheric ozone
formation. As a result, if you are subject
to certain Federal regulations limiting
emissions of VOCs, your emissions of
TBACc may not be regulated for some
purposes.

DATES: If you submit comments on this
proposal, EPA must receive them by
November 29, 1999. The EPA must
receive requests for a hearing by October
12, 1999.

ADDRESSES: If you submit comments,
please submit them in duplicate (if
possible) to: Air and Radiation Docket

and Information Center (6102),
Attention: Docket No. A-99-02, U.S.
Environmental Protection Agency, 401
M Street, SW, Washington, DC 20460.
Please strictly limit comments to the
subject matter of this proposal, the
scope of which is discussed below.

Public Hearing: If you contact EPA
requesting a public hearing, it will be
held at Research Triangle Park, NC. If
you wish to request a public hearing,
wish to attend the hearing or wish to
present oral testimony, you should
notify Mr. William Johnson, Air Quality
Strategies and Standards Division (MD—
15), U.S. Environmental Protection
Agency, Research Triangle Park, NC
27711, telephone (919) 541-5245. The
EPA will publish notice of a hearing, if
a hearing is requested, in the Federal
Register. Any hearing will be strictly
limited to the subject matter of the
proposal, the scope of which is
discussed below.

The EPA has established a public
docket for this action, A—99-02, which

is available for public inspection and
copying between 8:00 a.m. and 5:30
p.m., Monday through Friday, at EPA’s
Air and Radiation Docket and
Information Center, (6102), 401 M
Street, SW, Washington, DC 20460. A
reasonable fee may be charged for
copying.

FOR FURTHER INFORMATION CONTACT:
William Johnson, Office of Air Quality
Planning and Standards, Air Quality
Management Division (MD-15),
Research Triangle Park, NC 27711,
phone (919) 541-5245. You may call
Mr. Johnson to see if a hearing will be
held and the date and location of any
hearing.

SUPPLEMENTARY INFORMATION:
Sector ldentification

Regulated entities. You may be an
entity potentially regulated by this
action if you use or emit VOCs or are a
State which has programs to control
VOC emissions.

Category ﬁé&g? SIC codes Examples of potentially regulated entities
INAUSETY .o 325510 2851 | Industries that manufacture paints, varnishes, lacquers, enamels and allied
products.
INAUSETY .o 4226 2869 | Industries that manufacture industrial organic chemicals
State GOVEINMENL ........ooviiiiiiiiiiiiiiies | eeriieeerieeesies | eeeerieeessieeens States which have regulations to control volatile organic compounds.

This table is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
regulated by this action. This table lists
the types of entities that EPA is now
aware could potentially be regulated by
this action. Other types of entities not
listed in the table could also be
regulated. If you have questions
regarding the applicability of this action
to a particular entity, consult the person
listed in the preceding FOR FURTHER
INFORMATION CONTACT section.

I. How Does This Rule Fit Into Existing
Regulations?

EPA is proposing to exclude tertiary
butyl acetate (TBAC or TBAc) from the
definition of volatile organic
compounds (VOCs). If you use or
produce TBAc and are subject to EPA
regulations limiting the use of VOCs in
your product, limiting the VOC
emissions from your facility, or
otherwise controlling your use of VOCs,
then you would not count TBAc as a
VOC in determining whether you meet
your regulatory obligations. This
proposal may also affect whether TBAc
is considered a VOC for State regulatory
purposes, depending on whether the
State relies on EPA’s definition of VOC.
The EPA is basing its proposal on

information in a petition submitted by
Lyondell Chemical Company, which
plans to manufacture TBAc.® This
proposal also addresses policies that
may govern whether EPA will exclude
other chemicals from the definition of
VOC.

Tropospheric ozone, commonly
known as smog, occurs when VOCs and
nitrogen oxides (NOx) react in the
atmosphere. Because of the harmful
health effects of ozone, EPA and State
governments limit the amount of VOCs
and NOx that can be released into the
atmosphere. Volatile organic
compounds are those compounds of
carbon (excluding carbon monoxide,
carbon dioxide, carbonic acid, metallic
carbides or carbonates, and ammonium
carbonate) which form ozone through
atmospheric photochemical reactions.
Compounds of carbon (also known as
organic compounds) have different
levels of reactivity—that is, they do not
react at the same speed or do not form
ozone to the same extent. It has been
EPA’s policy that organic compounds
with a negligible level of reactivity need

1The petition was submitted on January 17, 1997,

by ARCO Chemical Company. Lyondell is the
successor to ARCO for this petition, and EPA will
refer to the petitioner as Lyondell throughout this
notice.

not be regulated to reduce ozone. The
EPA lists these compounds in its
regulations (at 40 CFR 51.100(s)) and
excludes them from the definition of
VOCs. The chemicals on this list are
often called “negligibly reactive”
organic compounds.

1. Why Does Lyondell Think TBAc Is
Not a VOC?

On January 17, 1997, Lyondell
submitted a petition to EPA which
requested that EPA add TBAc to the list
of compounds which are designated
negligibly reactive in the definition of
VOC at 40 CFR 51.100(s). The petitioner
subsequently submitted supplemental
materials to EPA in support of its
petition. These materials are contained
in docket A-99-02. The petitioner based
the request on a comparison of the
reactivity of TBAc to that of ethane, the
latter having already been listed, since
1977, as negligibly reactive. In the past,
EPA has determined that ethane and
several compounds with lower
reactivity than ethane are negligibly
reactive and therefore exempted them
from the definition of VOC. Reactivity
data presented by Lyondell in support
of the petition included both kon values
and incremental reactivity values. The
kon Vvalues are values of the rate
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constant for the VOC + OH (hydroxyl
radical) reaction. The incremental
reactivity values, which support the
petition and reflect TBAc’s potential for
producing ozone in the atmosphere,
were produced and reported by Dr.
William Carter of the University of
California at Riverside.

Lyondell’s primary case for TBAc
being less reactive than ethane is based
on the use of incremental reactivity data
set forth in a report titled “‘Investigation
of the Atmospheric Ozone Formation
Potential of T-Butyl Acetate’ by Carter,
et al. In that study, Carter compared the
incremental ozone formed per-gram of
TBACc under urban atmosphere
conditions to that formed, under the
same conditions, per-gram of ethane.
The study repeated these comparisons
for 39 conditions scenarios, that is, sets
of ambient conditions intended to
represent 39 American urban areas
across the United States. Carter
concluded that, on average, TBAc
formed 0.4 times as much ozone as an
equal weight of ethane under the
conditions assumed in the study.

There is another way to compare the
reactivities of organic compounds with
that of ethane. That approach is to
compare the compound with ethane on
a per-mole basis rather than on a per-
gram basis. Using the per-mole basis,
the incremental ozone formed under
certain conditions per-mole of TBAc
would be compared to the ozone formed
by a mole of ethane under the same
conditions. This approach compares the
reactivity of an equal number of
molecules of each compound rather
than comparing equal weights of the
two compounds. On a per-mole basis,
the average reactivity of TBAc for the
39-cities set of conditions is about 1.5
times that of ethane. The difference in
reactivity results between the two
approaches is due to the fact that a
molecule of TBAc is almost four times
heavier than a molecule of ethane.

111. How Does EPA Determine Whether
an Organic Compound Is Negligibly
Reactive?

When EPA determines that a chemical
is less reactive than ethane, EPA
considers the chemical negligibly
reactive and can exclude it from the
definition of VOC. Reactivities can be
compared on either a per-gram (or
weight) basis or on a per-mole basis.
Based on the information discussed
above, TBACc is less reactive than ethane
on a per-gram basis, but more reactive
on a per-mole basis. Thus, in this
situation, which basis EPA uses to make
the reactivity comparison will
determine whether TBAc should be
exempted.

All of the compounds which EPA
listed as negligibly reactive before 1994
are less reactive than ethane on both a
per-gram basis and a per-mole basis. In
those decisions, EPA did not explicitly
state whether it was using a per-gram or
per-mole test. However, as a matter of
practice, EPA evaluated these
compounds in a manner consistent with
using a per-mole basis because it based
the comparisons on kon values which
were expressed on a molecule basis.

The Agency first addressed the use of
the per-gram basis in the case of
acetone, which the Agency determined
was less reactive than ethane on a per-
gram basis, but more reactive on a per-
mole basis. In the proposal to classify
acetone as negligibly reactive, the
Agency stated that it had “‘elected to
adopt the grams ozone per-gram VOC
basis, since grams (or tons), rather than
moles, is the mass unit used in
regulations dealing with VOC
emissions” (59 FR 49878, September 30,
1994). There were no adverse comments
on this proposed decision to use the
per-gram basis, and the Agency stated in
the final rule that “‘[t]he EPA has chosen
to use the weight basis rather than a
mole basis for comparing results since
emissions are regulated on a weight
basis” (60 FR 31635, June 16, 1995).
This is the only case in which EPA has
classified a compound as negligibly
reactive solely on the per-gram basis.

The EPA addressed this same issue in
a report to Congress concerning VOC
emissions from consumer and
commercial products (“‘Study of Volatile
Organic Compound Emissions from
Consumer and Commercial Products:
Report to Congress,” March 1995). One
chapter of this report discussed the
Agency'’s approach for evaluating VOC
reactivity and stated that under the
protocol “‘presently favored—but not
officially endorsed—"" if a compound’s
“reactivity is found to be equal to or
lower than that of ethane on a per-gram-
of-VOC basis, * * *itis concluded that
[it] can only have negligible Oz potential
* * *7 (p. 3-5). A footnote to this
discussion stated that ‘‘[cJomparison of
VOC species reactivities to that of
ethane can be made on either a per-
gram-of-VOC basis or a per-mole-of-VOC
basis”” and added that EPA has
“unofficially adopted the per-gram
basis.”

The EPA has determined that
comparing reactivities on a per-mole
basis is more appropriate than
comparing them on a per-gram basis.
The EPA reexamined the scientific basis
for the inclusion of ethane in the
original list of negligibly reactive
compounds published in 1977 (42 FR
35314). The Agency made the original

determination to include ethane, in part,
based on the results of a series of smog
chamber experiments conducted by EPA
in the early 1970s. In those experiments
individual organic compounds at the
concentration of 4 parts per million
(ppm) by volume (or moles) were
subjected to simulated ambient urban
(Los Angeles) conditions, and resultant
maximum ozone build-up in the
chamber was measured. Those
compounds which resulted in ozone
concentration lower than that of the
oxidant air quality standard, i.e., 0.08
ppm, were taken to be “‘negligibly
reactive.” Ethane was one of the
compounds EPA studied, and was the
most reactive of those EPA identified as
negligibly reactive in that study. Based
on those findings and judgments, EPA
designated ethane as negligibly reactive
and ethane became the benchmark VOC
species separating reactive from
negligibly reactive compounds. Because
EPA chose ethane as the ““benchmark’
species based on an equimolar
comparison, comparisons with ethane
for reactivity classification purposes are
most appropriately made using
equimolar concentrations, that is, on a
per-mole basis.

Additionally, EPA has concluded that
the argument previously used to justify
the per-gram basis, i.e., that the per-
gram basis is more practical since VOC
emissions are regulated on a weight
basis, is not the best approach when
comparisons are made for reactivity
classification purposes. Scientifically,
chemical reactions are generally
described on a molar basis, so the
scientific convention is to compare
chemicals on a molar basis. Relying on
the number of moles of VOCs is
consistent with the way EPA conducts
photochemical modeling. For that, EPA
takes VOC emissions measured by
weight and converts them into moles to
determine the impact on ozone
formation. It is true that when EPA and
States regulate, they generally do not
regulate VOCs on a molar basis. Under
the current state of information, doing
so would impose great administrative
burdens and costs on the Agency and on
regulated industries. In many
circumstances, regulating on a molar
basis would pose significant practical
compliance and enforcement problems.
In contrast, it is practical for EPA to use
the molar basis to make decisions on
petitions to exempt a compound on an
individual basis from the definition of
VOCs. The EPA believes that it should
use the most scientific approach that is
currently feasible for exemption
decisions. For that reason, EPA believes
the per-mole test is better than the per-
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gram test for determining whether a
compound is less reactive than ethane
and should be exempted from the
definition of VOC. Use of the per-mole
test is also consistent with the basis
used to select ethane as a benchmark
species.

Because of the determination that the
per-mole basis is the proper scientific
basis to use in comparing reactivities to
ethane for decisions concerning
negligible reactivity, EPA intends to
employ the per-mole basis for all future
negligible reactivity determinations
made on VOC exemption petitions
received after the date of publication of
today’s notice. The EPA will assess
these future petitions using only the
per-mole basis for comparison with
ethane; EPA will not use the per-gram
basis for evaluating future VOC
exemption petitions.

The EPA has commenced a multi-year
review of its policy to determine
whether it needs revision. In the course
of that review, EPA will investigate
whether it is desirable, possible, and
legally permissible to consider a
compound’s role in other air pollution
problems (such as particulate matter,
regional haze, toxicity, and stratospheric
ozone depletion) when EPA determines
whether a compound should be
excluded from the definition of VOCs.
The issue of an integrated approach to
considering environmental problems
was discussed by the Subcommittee for
Ozone, Particulate Matter and Regional
Haze, a Federal Advisory Committee
Act (FACA) committee, which advised
EPA on the implementation of the
revised ozone and particulate matter
ambient air quality standards. This
FACA committee recommended an
integrated approach to controlling
ozone, fine particulates and regional
haze. As part of that review, EPA will
solicit comments from the public on
these policy issues. If EPA revises its
reactivity policy substantially, the
current list of negligibly reactive
compounds in the definition of VOC
could be considerably altered to
conform to the new policy.

IV. What Is EPA’s Basis for Proposing
That TBACc Is Negligibly Reactive and
Excluding It From the Definition of
VOC?

If EPA were to apply the per-mole test
to TBAC, it would deny Lyondell’s
petition. Lyondell has argued that the
appropriate test is the per-gram test, and
that even if EPA decides the per-mole
test is more appropriate, it would be
unfair to apply the per-mole test
without warning to petitions for which
a company has significantly relied on
EPA’s prior statements. Because the per-

mole test is a change from previous EPA
regulatory statements, EPA believes that
equitable considerations warrant use of
the per-gram test in certain
circumstances as described below.
Therefore, if certain conditions are met,
EPA will apply the per-gram test for
currently pending petitions to exempt
organic compounds from the definition
of VOCs.

In deciding whether EPA will use the
per-gram test for any particular pending
petition (see Table 1),2 EPA will
consider the extent to which the
petitioner actually relied on EPA’s past
statements regarding the per-gram test.
In addition, EPA will also consider the
extent to which the application of the
per-mole test (rather than the per-gram
test) would further the purposes of the
Clean Air Act. This balances fairness to
the regulated industry with adequate
protection of the environment. Based on
these considerations, EPA is proposing
to use the per-gram test for TBAc and to
exclude it from the definition of VOC.3

For TBAc, Lyondell has demonstrated
substantial actual reliance on EPA’s past
statements adopting the per-gram test.
Lyondell’s reliance goes beyond the
mere filing of its petition (which would
not, by itself, demonstrate sufficient
reliance to use the per-gram test). When
Lyondell prepared and submitted its
petition, these were the only explicit,
policy statements the Agency had made
regarding the gram versus mole issue.
The petitioner has said: “In reliance on
these statements, the Company invested
substantial resources to identify and
evaluate solvents that would meet the
ethane standard on a gram basis.
Company experts reviewed hundreds of
potentially useful compounds to
determine, based on their physical and
chemical properties, which were most
likely to have very low photochemical
reactivity. After identifying TBAc as a
promising candidate, the Company
funded reactivity and other
environmental studies on TBAc.” (See
written communication from Daniel
Pourreau (Lyondell) to William Johnson

2Table 1 gives a list of the pending petitions
requesting exclusion from the definition of VOC.
Preliminary review indicates that several of the
compounds in Table 1 may be less reactive than
ethane on a per-gram basis, but not on a per-mole
basis. The EPA will determine whether to use the
per-gram or per-mole test for each of these
compounds based on a consideration of the
petitioner’s reliance on past EPA statements
regarding the per-gram test and on the extent to
which applying the per-mole test would further the
purpose of the Clean Air Act. Any petitioner listed
in Table 1 that can demonstrate substantial actual
reliance on EPA’s past statements should submit
that information to EPA.

3Based on the considerations listed above, EPA
currently intends to keep acetone in the list of
chemicals that are negligibly reactive VOCs.

(EPA) dated February 11, 1999). The
petitioner has also claimed that: “In
addition to these efforts, the Company
has invested significant resources in
research and development to evaluate
whether TBAc can be used to replace
more reactive solvents in a wide range
of products. These efforts have included
internal studies, studies with outside
laboratories, marketing and
development work with a number of
product manufacturers.” (See written
communication from Daniel Pourreau
(Lyondell) to William Johnson (EPA)
dated February 11, 1999). Petitioner’s
reliance on EPA’s prior statements is
significant enough that it weighs in
favor of using the per-gram test.

Another consideration for pending
petitions is the extent to which
application of the per-mole test would
further the purpose of the Act. The
specific purpose at issue here is the
reduction of ozone. If the reactivity of
TBACc on a per-mole basis were
markedly higher than that of ethane,
that might warrant the application of the
per-mole test despite Lyondell’s reliance
on EPA’s earlier statements. Due to
scientific and practical concerns, we
generally do not distinguish among
VOCs on the basis of reactivity in
rulemakings under the Act. In
rulemakings relating to the definition of
VOC, our current practice is to take
reactivity into account only to decide
whether a compound’s reactivity is low
enough to justify exempting the
compound as negligibly reactive.
However, in the very narrow
circumstance that is presented here,
where we are weighing the petitioner’s
reliance against the statutory interest in
applying the per-mole test, we think it
is appropriate to consider the extent to
which TBAC’s reactivity exceeds that of
ethane. Because TBAC’s reactivity is on
the order of two times that of ethane on
a per-mole basis, the extent to which the
purpose of the Act would be furthered
by denying the petition for an
exemption does not outweigh
Lyondell’s reliance on EPA’s previous
statements.4

Therefore, EPA proposes to grant
Lyondell’s petition and exclude TBAc
from the definition of VOC because
TBAC is less reactive than ethane on a
per-gram basis.

4Given the other information that has been
submitted on TBAc, we do not believe that
excluding TBAc from the definition of VOC would
undermine other purposes of the Act. In certain
circumstances, it might be appropriate to consider
the volume of the compound’s emissions. We do
not believe we have sufficient information to
consider that factor for TBAc, but we request
comment on this issue.
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V. Are There Environmental Benefits to
Excluding TBAc From the Definition of
VvVOC?

In addition to the reactivity data
comparing TBAc and ethane, the
petitioner also submitted other
information in support of its petition.
The petitioner argued that the VOC
exemption of TBAc would benefit the
environment because TBAc would be
used as a replacement solvent for
toluene and xylene. The petitioner
claims that hazardous air pollutant
(HAP) emissions would be reduced
because toluene and xylene are both
solvents that are listed in section 112 of
the Act as HAPs, and TBAc is not listed.
The petitioner also submitted health
effects data on TBAc to support its
claim that TBACc is less hazardous than
xylene and toluene. Additionally, the
petitioner claimed that there is potential
for TBAC to replace to some degree
other HAPs, including methanol, e-
glycol ethers, methyl ethyl ketone, n-
hexane, methyl isobutyl ketone, and
trichloroethylene.

The possible use of TBAc in lieu of
HAPs may, indeed, be a collateral
benefit of the exemption of TBAc from
the definition of VOC. However, this is
not a basis for EPA’s proposal. At this
time, EPA does not believe that it is in
a position to predict the market for
TBAC or to evaluate Lyondell’s claims
in that regard. It should be noted that
another company has notified EPA that
it disagrees with Lyondell’s market
claims and related substitution benefits.
[See letter (with attachments) from
Ernest Rosenberg (Occidental
International Corp.) to Rob Brenner
(EPA) dated May 14, 1999].

Table 1

List of Compounds for Which EPA Has
Received Petitions Prior to Today’s
Notice Requesting VOC Exempt Status
and for Which EPA Has Published No
Final Action

1. Chlorobromomethane—ICF Kaiser
(SAI Division).

2. 1-Bromopropane (also known as n-
propyl bromide)—Enviro Tech
International. Petition also
submitted by Albemarle Corp.

3. Methyl Bromide—Chemical
Manufacturers Association.

4. n-Alkanes (C12—C1s)—The Aluminum
Association.

5. Technical white oils—The Printing
Industries of America and Pennzoil
Products Company.

6. t-butyl acetate—Lyondell Chemical
Company.

7. Benzotrifluoride—Occidental
Chemical Company.

8. Carbonyl Sulfide (COS)—E.I. du Pont
de Nemours and Company. Petition
also submitted by Texas Mid-
Continent Oil & Gas Association.

9. trans-1,2-dichloroethylene—3M
Corporation.

10. Dimethyl succinate and dimethyl
glutarate—Dibasic Esters Group,
affiliated with the Synthetic
Organic Chemical Manufacturers
Association, Inc.

11. Carbon Disulfide—Texas Mid-
Continent Oil & Gas Association.

12. Acetonitrile—BP Chemicals and GNI
Chemicals Corporation.

13. Toluene Diisocyanate (TDI)—
Chemical Manufacturers
Association [The Diisocynate Panel
of CMA reported the following
members: ARCO Chemical
Company, BASF Corporation, Bayer
Corporation, The Dow Chemical
Company, and ICI Americas, Inc.].

14. HFC-227ea (1,1,1,2,3,3,3-
heptafluoropropane)—Great Lakes
Chemical Corporation.

15. Methylene Diphenyl Diisocyanate
(MDI)—Chemical Manufacturers
Association [The Diisocynate Panel
of CMA reported the following
members: BASF Corporation, Bayer
Corporation, The Dow Chemical
Company, ICI Americas, Inc., and
Lyondell Chemical Company].

16.1,1,1,2,2,3,3-heptafluoro-3-methoxy-
propane (n-C3sF7OCH3z)—3M
Corporation.

17. Propylene Carbonate—Huntsman
Corporation.

VI. What Is Today’s Proposal?

Today’s proposed action is based on
EPA’s review of the material in Docket
No. A-99-02. The EPA hereby proposes
to amend its definition of VOC at 40
CFR 51.100(s) to exclude TBAc as a
VOC. If this action is finalized, you
would not count TBAc as a VOC for
purposes of EPA regulations related to
attaining the ozone NAAQS, including
regulations limiting your use of VOCs or
your emissions of VOCs; but you would
record and report the use and emissions
of TBAc as an “Exempt VOC.” Your
recordkeeping and reporting of TBAc
would conform to those requirements
that would apply to you for non-exempt
VOCs used in the same manner or in the
same application as TBAc. You should
check with your State to determine
whether you should count TBACc as a
VOC for State regulations. However, if
this action is made final, your State
should not include TBACc in its VOC
emissions inventories for determining
reasonable further progress under the
Act (e.g., section 182(b)(1)) or take credit
for controlling this compound in its
ozone control strategy. However, we

urge your State to include TBAc and
other VOC exempt compounds in
inventories used for ozone modeling to
assure that such emissions are not
having a significant effect on ambient
ozone levels.

VII. Administrative Requirements
A. Docket

The docket is an organized and
complete file for all information
submitted or otherwise considered by
EPA in the development of this
proposed rulemaking. The principal
purposes of the docket are: (1) To allow
interested parties to identify and locate
documents so that they can effectively
participate in the rulemaking process;
and, (2) to serve as the record in case of
judicial review (except for interagency
review materials) (section 307(d)(7)(A)).

B. Executive Order 12866

Under Executive Order 12866 (58 FR
51735, October 4, 1993), the Agency
must determine whether a regulatory
action is “significant’” and therefore
subject to Office of Management and
Budget (OMB) review and the
requirements of this Executive Order.
The Order defines “‘significant
regulatory action” as one that is likely
to result in a rule that may:

(1) Have an annual effect on the
economy of $100 million or more or
adversely affect in a material way the
economy, a sector of the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local, or tribal governments or
communities;

(2) Create a serious inconsistency or
otherwise interfere with an action taken
or planned by another agency;

(3) Materially alter the budgetary
impact of entitlements, grants, user fees,
or loan programs, or the rights and
obligation of recipients thereof; or

(4) Raise novel legal or policy issues
arising out of legal mandates, the
President’s priorities, or the principles
set forth in the Executive Order.

It has been determined that this rule
is not a “‘significant regulatory action”
under the terms of Executive Order
12866 and is therefore not subject to
OMB review.

C. Unfunded Mandates Act

Title 1l of the Unfunded Mandates
Reform Act of 1995 (UMRA), PL. 104—
4, establishes requirements for Federal
agencies to assess the effects of their
regulatory actions on State, local, and
tribal governments and the private
sector. Under section 202 of the UMRA,
EPA generally must prepare a written
statement, including a cost-benefit
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analysis, for proposed and final rules
with “Federal mandates” that may
result in expenditures by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100 million
or more in any 1 year. Before
promulgation of an EPA rule for which
a written statement is needed, section
205 of the UMRA generally requires
EPA to identify and consider a
reasonable number of regulatory
alternatives and adopt the least costly,
most cost effective, or least burdensome
alternative that achieves the objective of
the rule, unless EPA publishes with the
final rule an explanation of why that
alternative was not adopted. Before EPA
establishes any regulatory requirements
that may significantly or uniquely affect
small governments including tribal
governments, it must have developed
under section 203 of the UMRA a small
government plan which informs,
educates and advises small governments
on compliance with the regulatory
requirements. Finally, section 204
provides that for any proposed rule that
imposes a mandate on a State, local or
tribal government of $100 million or
more in any 1 year, the Agency must
provide an opportunity for such
governmental entities to provide input
in development of the proposed rule.

Since today’s rulemaking is
deregulatory in nature and does not
impose any mandate on governmental
entities or the private sector, EPA has
determined that sections 202, 203, 204
and 205 of the UMRA do not apply to
this action.

D. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires an agency to conduct
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements unless the
agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Small entities include small businesses,
small not-for-profit enterprises, and
small governmental jurisdictions. This
proposed rule would not have a
significant impact on a substantial
number of small entities because it
imposes no adverse economic impacts
on any small entities. Therefore, | certify
that this action will not have a
significant economic impact on a
substantial number of small entities.

E. Paperwork Reduction Act

This proposed rule does not contain
any information collection requirements
subject to OMB review under the
Paperwork Reduction Act, 44 U.S.C.
3501 et seq.

F. Executive Order 12875: Enhancing
the Intergovernmental Partnership

Under Executive Order 12875, EPA
may not issue a regulation that is not
required by statute and that creates a
mandate upon a State, local or tribal
government, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by those governments, or
EPA consults with those governments. If
EPA complies by consulting, Executive
Order 12875 requires EPA to provide
the OMB a description of the extent of
EPA’s prior consultation with
representatives of affected State, local
and tribal governments, the nature of
their concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local and tribal
governments ‘‘to provide meaningful
and timely input in development of
regulatory proposals containing
significant unfunded mandates.”

Today'’s rule does not create a
mandate on State, local or tribal
governments. The rule is deregulatory in
nature and does not impose any
enforceable duties on these entities.
Accordingly, the requirements of
section 1(a) of Executive Order 12875 do
not apply to this rule.

G. Executive Order 13045: Children’s
Health Protection

Executive Order 13045: “‘Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997) applies to any rule that:
(1) is determined to be “‘economically
significant” as defined under Executive
Order 12866, and (2) concerns an
environmental health or safety risk that
EPA has reason to believe may have a
disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children, and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency.

While this proposed rule is not
subject to the Executive Order because
it is not economically significant as
defined in Executive Order 12866, EPA
has reason to believe that ozone has a
disproportionate effect on active
children who play outdoors. (See 62 FR
38856, 38859 (July 18, 1997).) The EPA
has not identified any specific studies
on whether or to what extent t-butyl

acetate directly affects children’s health.
The EPA has placed the available data
regarding the health effects of t-butyl
acetate in docket no. A—99-02. The EPA
invites the public to submit or identify
peer-reviewed studies and data, of
which EPA may not be aware, that
assess results of early life exposure to t-
butyl acetate.

H. Executive Order 13084: Consultation
and Coordination with Indian Tribal
Governments

Under Executive Order 13084, EPA
may not issue a regulation that is not
required by statute, that significantly or
uniquely affects the communities of
Indian tribal governments, and that
imposes substantial direct compliance
costs on those communities, unless the
Federal government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments, or EPA consults with
those governments. If EPA complies by
consulting, Executive Order 13084
requires EPA to provide to the OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an
effective process permitting elected
officials and other representatives of
Indian tribal governments “‘to provide
meaningful and timely input in the
development of regulatory policies on
matters that significantly or uniquely
affect their communities.”

Today’s proposed rule does not
impose substantial direct compliance
costs on the communities of Indian
tribal governments. This proposed rule
is deregulatory in nature and does not
impose any direct compliance costs.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

I. National Technology Transfer and
Advancement Act

Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (*“NTTAA”), Public Law No.
104-113, section 12(d), (15 U.S.C. 272
note) directs EPA to use voluntary
consensus standards in its regulatory
activities unless to do so would be
inconsistent with applicable law or
otherwise impractical. Voluntary
consensus standards are technical
standards (e.g., materials specifications,
test methods, sampling procedures, and
business practices) that are developed or
adopted by voluntary consensus
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standards bodies. The NTTAA directs
EPA to provide Congress, through OMB,
explanations when the Agency decides
not to use available and applicable
voluntary consensus standards.

This proposed rulemaking does not
involve technical standards. Therefore,
EPA is not considering the use of any
voluntary consensus standards.

List of Subjects in 40 CFR Part 51

Environmental protection,
Administrative practice and procedure,
Air pollution control, Carbon monoxide,
Intergovernmental relations, Lead,
Nitrogen dioxide, Ozone, Particulate
matter, Reporting and recordkeeping
requirements, Sulfur oxides, Volatile
organic compounds.

Dated: September 24, 1999.
Carol M. Browner,
Administrator.

For reasons set forth in the preamble,
part 51 of chapter | of title 40 of the
Code of Federal Regulations is proposed
to be amended as follows:

PART 51—REQUIREMENTS FOR
PREPARATION, ADOPTION, AND
SUBMITTAL OF IMPLEMENTATION
PLANS

1. The authority citation for part 51
continues to read as follows:

Authority: 42 U.S.C. 7401, 7411, 7412,
7413, 7414, 7470-7479, 7501-7508, 7601, and
7602.

2. Section 51.100 is proposed to be
amended at the end of paragraph (s)(1)
introductory text by removing the words
*and perfluorocarbon compounds
which fall into these classes:” and
adding the words *‘; t-butyl acetate and
perfluorocarbon compounds which fall
into these classes:”, as follows:

§51.100 Definitions.

* * * * *

(s) * * *

(1) * * *; t-butyl acetate and
perfluorocarbon compounds which fall
into these classes:

* * * * *
[FR Doc. 99-25440 Filed 9-29-99; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[CA 198-0175b; FRL—-6445-7]

Approval and Promulgation of State
Implementation Plans; California State
Implementation Plan Revision, San
Luis Obispo County Air Pollution
Control District South Coast Air
Quality Management District

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA proposes to approve
revisions to the California State
Implementation Plan (SIP) which
concern the recission of rules from the
SIP.

The intended effect of this action is to
bring the San Luis Obispo County Air
Pollution Control District and the South
Coast Air Quality Management District
rules and regulations up to date in
accordance with the requirements of the
Clean Air Act, as amended in 1990
(CAA or the Act). In the Final Rules
section of this Federal Register, the EPA
is approving the state’s SIP submittal as
a direct final rule without prior proposal
because the Agency views this as a
noncontroversial revision and
anticipates no adverse comments. A
detailed rationale for this approval is set
forth in the direct final rule. If no
adverse comments are received, no
further activity is contemplated. If EPA
receives adverse comments, the direct
final rule will be withdrawn and all
public comments received will be
addressed in a subsequent final rule
based on this proposed rule. The EPA
will not institute a second comment
period. Any parties interested in
commenting should do so at this time.
DATES: Written comments must be
received by November 1, 1999.
ADDRESSES: Comments should be
addressed to: Andrew Steckel, Chief,
Rulemaking Office (AIR—4), Air
Division, U.S. Environmental Protection
Agency, Region IX, 75 Hawthorne
Street, San Francisco, CA 94105-3901.

Copies of the rule revisions and EPA’s
evaluation report of each rule recision
are available for public inspection at
EPA’s Region IX office during normal
business hours. Copies of the submitted
rule revisions are also available for
inspection at the following locations:

California Air Resources Board, Stationary
Source Division, Rule Evaluation Section,
2020 ““L” Street, Sacramento, CA 95812.

San Luis Obispo County Air Pollution
Control District, 3433 Roberto Court, San
Luis Obispo, California 93401

South Coast Air Quality Management
District, 21865 East Copley Drive, Diamond
Bar, California 91765-4182

FOR FURTHER INFORMATION CONTACT: Julie
A. Rose, Rulemaking Office, AIR—4, Air
Division, U.S. Environmental Protection
Agency, Region IX, 75 Hawthorne
Street, San Francisco, CA 94105-3901,
Telephone: (415) 744-1184.
SUPPLEMENTARY INFORMATION: This
document concerns San Luis Obispo
County Air Pollution Control District
(SLOCAPCD) Rule 102, Compliance by
Existing Installation and Rule 408,
Gasoline Specifications, and South
Coast Air Quality Management District
(SCAQMD) Rule 432, Gasoline
Specifications. The SLOCAPCD rule
recissions were submitted by the
California Air Resources Board (CARB)
to EPA on August 1, 1997 and the
SCAQMD rule recission was submitted
by CARB on September 29, 1998. For
further information, please see the
information provided in the direct final
action that is located in the rules section
of this Federal Register.

Dated: September 14, 1999.
Keith Takata,
Acting Regional Administrator, Region IX.
[FR Doc. 99-25305 Filed 9-29-99; 8:45 am]
BILLING CODE 6560-50-U

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[DC040-2016b; FRL—6449—1]

Approval and Promulgation of Air
Quality Implementation Plans; District

of Columbia; GSA Central and West
Heating Plants

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA proposes to approve the
State Implementation Plan (SIP)
revision submitted by the District of
Columbia for the purpose of limiting
sulfur dioxide (SO;) emissions at the
General Services Administration’s
Central and West Heating Plants. In the
Final Rules section of this Federal
Register, EPA is approving the District’s
SIP submittal as a direct final rule
without prior proposal because the
Agency views this as a noncontroversial
submittal and anticipates no adverse
comments. A detailed rationale for the
approval is set forth in the direct final
rule. If no adverse comments are
received in response to this action, no
further activity is contemplated. If EPA
receives adverse comments, the direct
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final rule will be withdrawn and all
public comments received will be
addressed in a subsequent final rule
based on this proposed rule. EPA will
not institute a second comment period
on this action. Any parties interested in
commenting on this action should do so
at this time.
DATES: Comments must be received in
writing by November 1, 1999.
ADDRESSES: Written comments should
be addressed to Walter Wilkie, Acting
Chief, Technical Assessment Branch,
Mailcode 3AP22, U.S. Environmental
Protection Agency, Region Ill, 1650
Arch Street, Philadelphia, Pennsylvania
19103. Copies of the documents relevant
to this action are available for public
inspection during normal business
hours at the Air Protection Division,
U.S. Environmental Protection Agency,
Region Ill, 1650 Arch Street,
Philadelphia, Pennsylvania 19103;
District of Columbia Department of
Public Health, Air Quality Division, 51
N Street, N.E., Washington, DC 20002.
FOR FURTHER INFORMATION CONTACT:
Denis Lohman (215) 814-2192, at the
EPA Region Ill address above, or by e-
mail at lohman.denny@epa.gov.
SUPPLEMENTARY INFORMATION: For
further information, please see the
information provided in the direct final
action, with the same title, that is
located in the ““Rules and Regulations”
section of this Federal Register
publication.

Dated: September 21, 1999.
W. Michael McCabe,
Regional Administrator, Region Ill.
[FR Doc. 99-25423 Filed 9-29-99; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 62

[TN 222-1-9928b; FRL-6448-2]
Approval and Promulgation of State

Plans for Designated Facilities and
Pollutants: Tennessee

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA proposes to approve the
section 111(d) Plan submitted by the
Tennessee Department of Environment
and Conservation (DEC) for the State of
Tennessee on January 8, 1999, for
implementing and enforcing the
Emissions Guidelines applicable to
existing Municipal Solid Waste
Landfills. The Plan was submitted by
the Tennessee DEC to satisfy certain

Federal Clean Air Act requirements. In
the Final Rules section of this Federal
Register, EPA is approving the
Tennessee State Plan submittal as a
direct final rule without prior proposal
because the Agency views this as a
noncontroversial submittal and
anticipates that it will not receive any
significant, material, and adverse
comments. A detailed rationale for the
approval is set forth in the direct final
rule. If no significant, material, and
adverse comments are received in
response to this rule, no further activity
is contemplated in relation to this
proposed rule. If EPA receives adverse
comments, the direct final rule will be
withdrawn and all public comments
received will be addressed in a
subsequent final rule based on this
proposed rule. EPA will not institute a
second comment period on this action.

DATES: Comments must be received in
writing by November 1, 1999.

ADDRESSES: Written comments should
be addressed to Steven M. Scofield at
the EPA Regional Office listed below.
Copies of the documents relevant to this
proposed rule are available for public
inspection during normal business
hours at the following locations. The
interested persons wanting to examine
these documents should make an
appointment with the appropriate office
at least 24 hours before the day of the
visit.

Environmental Protection Agency,
Region 4, Air Planning Branch, 61
Forsyth Street, SW, Atlanta, Georgia
30303. Steven M. Scofield, 404/562—
9034.

Tennessee Department of Environment
and Conservation, Division of Air
Pollution Control, 9th Floor L&C
Annex, 401 Church Street, Nashville,
Tennessee 37243-1531, 615/532—
0554.

FOR FURTHER INFORMATION CONTACT:
Scott Davis at 404/562-9127 or Steven
M. Scofield at 404/562—9034.

SUPPLEMENTARY INFORMATION:

See the information provided in the
Direct Final action which is located in
the Rules section of this Federal
Register.

Dated: July 28, 1999.

A. Stanley Meiburg,

Acting Regional Administrator,

Region 4.

[FR Doc. 99-25432 Filed 9-29-99; 8:45 am]
BILLING CODE 6560-50-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 54

[CC Docket No. 96-45; FCC 99-204]

Federal-State Joint Board on Universal
Service: Promoting Deployment and
Subscribership in Unserved and
Underserved Areas, Including Tribal
and Insular Areas

AGENCY: Federal Communications
Commission.

ACTION: Notice of proposed rulemaking.

SUMMARY: This document concerning
the responsibilities and potential
actions of the Federal-State Joint Board
on Universal Service addresses the
unique issues that may limit
telecommunications deployment and
subscribership in the unserved or
underserved regions of our Nation,
including on tribal lands and in insular
areas. The Commission seeks comment
on current levels of deployment and
subscribership in unserved, tribal and
insular areas, including penetration
rates, availability of telecommunications
services, and possible impediments to
increased deployment and penetration.
With respect to tribal areas, the
Commission seeks comment on issues
that may be affecting the availability of
universal service in tribal areas,
including who has jurisdiction, how
eligible telecommunications carriers
may be designated, and possible
modifications to federal high-cost and
low-income support mechanisms that
may be necessary to promote
deployment and subscribership in these
areas.

DATES: Comments are due November 29,
1999 and reply comments are due
December 29, 1999.

ADDRESSES: All filings must be sent to
the Commission’s Secretary, Magalie
Roman Salas, Office of the Secretary,
Federal Communications Commission,
445 Twelfth Street, SW, TW-A325,
Washington, DC 20554.

FOR FURTHER INFORMATION CONTACT: Jack
Zinman, Attorney, Common Carrier
Bureau, Accounting Policy Division,
(202) 418-7400.

SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s Further
Notice of Proposed Rulemaking released
on September 3, 1999. The full text of
this document is available for public
inspection during regular business
hours in the FCC Reference Center,
Room CY-A257, 445 Twelfth Street,
SW, Washington, DC 20554.
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l. Introduction

1. An important goal of the
Telecommunications Act of 1996 is to
preserve and advance universal service
in a competitive telecommunications
environment. The 1996 Act mandates
that “‘consumers in all regions of the
Nation, including low-income
consumers and those in rural, insular,
and high[-] cost areas, should have
access to telecommunications and
information services * * *.”” Congress
also directed that the support
mechanisms employed by the
Commission for this task should be
“*specific, predictable and sufficient.”
Through decisions adopted over the
past two years, the Commission has
been striving to ensure that federal
universal service support mechanisms
for high-cost areas, low-income
consumers, schools and libraries, and
rural health care providers, enable
consumers to obtain
telecommunications services that would
otherwise be prohibitively expensive.

2. The absence of telecommunications
service in a home puts its occupants at
a tremendous disadvantage in today’s
society. Parents cannot be reached when
urgent situations arise at school. Job
seekers cannot offer prospective
employers a quick and convenient
means of communication. People in
immediate need of emergency services
cannot contact police departments, fire
departments, or medical providers. In
short, telephone service provides a vital
link between individuals and society as
a whole. Given the importance of
telephone service in modern society, it
is imperative that the Commission take
swift and decisive action to promote the
deployment of facilities to unserved and
underserved areas and to provide the
support necessary to increase
subscribership in these areas.

3. The Commission took additional
steps in the Thirteenth Order on
Reconsideration, 64 FR 30917 (June 9,
1999), toward realizing Congress’s goal
of bringing telecommunications services
to all regions of the Nation. Specifically,
in consultation with the Federal-State
Joint Board on Universal Service (Joint
Board), we adopted the framework for a
new, forward-looking high-cost support
mechanism for non-rural carriers. This
new high-cost support mechanism is
intended to ensure that high-cost areas
receive support that is specific,
predictable, and sufficient, even as local
competition develops. Moreover, we
believe that the forward-looking
methodology, as opposed to a
methodology based on book costs, will
encourage efficient entry and
investment in high-cost areas because

forward-looking costs drive market
decisions.

4. In addition to adopting the
methodology for the new high-cost
support mechanism for non-rural
carriers, the Thirteenth Order on
Reconsideration also sought comment
on certain issues regarding the
implementation of the new mechanism.
The Commission intends to resolve
these implementation issues in the fall
of 1999, so that the new high-cost
support mechanism will begin
providing support to non-rural carriers
beginning on January 1, 2000. In
addition, the Commission reaffirmed its
intention that rural carriers will receive
support based on the forward-looking
costs of providing supported services,
but not before January 1, 2001, and only
after further review by the Commission,
the Joint Board, and a Rural Task Force
appointed by the Joint Board. In the
meantime, rural carriers will continue to
receive high-cost support based on the
existing mechanism until the
Commission adopts an appropriate
forward-looking mechanism for
determining rural support.

5. The Commission has also
recognized that, despite the steps it had
taken to achieve the universal service
goals of the 1996 Act, some areas of the
nation remain unserved or inadequately
served. In the First Report and Order, 62
FR 32862 (June, 17, 1999), the
Commission stated that it would revisit
certain issues pertaining to the
availability of service in unserved areas
and universal service support in insular
areas. In its Second Recommended
Decision, 63 FR 67837 (December 9,
1998), the Joint Board recommended
that the special needs of unserved areas
be investigated and subjected to a more
comprehensive evaluation in a separate
proceeding. Telephone penetration rates
among low-income consumers, and in
insular, high-cost, and tribal lands lag
behind the penetration rates in the rest
of the country. Indeed, while
approximately 94.2 percent of all
households in the United States have
telephone service today, subscribership
levels for very low income households
(78.3 percent), insular areas, certain
high-cost areas, and tribal lands (46.6
percent), are significantly lower than the
national average. The Commission has
stated that these low penetration rates
are largely the result of “income
disparity, compounded by the unique
challenges these areas face by virtue of
their location.”

6. The Commission has been
particularly concerned that Indians on
reservations, in comparison to other
Americans, have less access even to
basic telecommunications services. In

1998, the Commission began formally
examining its relationship with Indian
tribes and the unique issues involved in
providing access to telephone service
for Indians on reservations. As a first
step, Commissioners and staff met with
many tribal leaders and other Indian
representatives to obtain their input. In
meetings on April 30, 1998, and July 7,
1998, Commissioners and staff heard
from a variety of tribal leaders, tribal
telephone company representatives,
academics, government personnel, and
others with experience and expertise in
the deployment of telecommunications
services on reservations. Experts
discussed problems ranging from
geographic isolation to lack of
information to economic barriers. These
meetings provided an unprecedented
opportunity for the Commission to hear
about the variety of interrelated
obstacles that have resulted in the
lowest penetration rates in the country.
Following these meetings, several of the
experts returned in the fall of 1998, to
provide a tutorial on Indian law for
Commission staff.

7. Based on this informal dialogue
with experts, the Commission
determined that it would conduct
public hearings to explore further the
reasons for the lack of telephone service
and to determine what specific actions
the Commission could take that would
improve access to telephone service on
Indian reservations. The hearings,
entitled “Overcoming Obstacles to
Telephone Service for Indians on
Reservations,” BO Docket No. 99-11,
provided an opportunity to obtain
formal testimony and comments on the
range of problems the Commission had
begun to identify. The first field hearing
was held on January 29, 1999 at the
Indian Pueblo Cultural Center in
Albuquerque, New Mexico. The second
field hearing was held on March 23,
1999 at the Gila River Indian
Community in Chandler, Arizona. Each
hearing consisted of three panels
representing tribal authorities and tribal
telephone companies, industry, and
government and consumer groups. The
Commission heard extensive testimony
on issues including the costs of
delivering services to remote areas
having very low population densities;
the impact of the size and extent of local
calling areas on affordability of service;
the quality of telephone service on
reservations; the complexities of
governmental jurisdiction and
sovereignty issues; and the effects on
telephone service of low incomes and
high unemployment on reservations.
Transcripts of the hearings and
comments filed by interested parties are
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available on the Commission’s website.
Comments filed in BO Docket Number
99-11 will be incorporated, where
relevant, into the record of this
proceeding.

8. Further, in connection with each of
the field hearings, Commissioners and
staff made site visits to Indian
reservations and tribally-owned
telephone companies. These included
visits to the Rosebud Reservation, the
Santa Domingo, Jemez, and Picuris
Pueblos, and to Saddleback
Communications, the Gila River
Telephone Company, the Salt River
Pima-Maricopa Reservation, the Navajo
Nation, the Hopi Reservation, and the
Havasupai Reservation. These site visits
provided an opportunity for
Commissioners and staff to observe
firsthand the state of telephone service
in these reservations and pueblos and to
hear directly from tribal members about
their experiences. For example,
Commissioners and staff visited the
home of an elderly couple who could
not afford the cost of installing a
telephone in their home. The husband
of the couple explained that he was
suffering from a chronic illness, but was
unable to reach the hospital or his
doctor by telephone to schedule medical
appointments and discuss his treatment.
During another site visit, a tribal
member stated that a relative had died
during a medical emergency when his
family was unable to call an ambulance
in time when critical medical attention
was needed. In addition, the trips to
Saddleback Communications and the
Gila River Telephone Company enabled
Commission staff to view the successful
operations of some tribally-owned
telephone companies.

9. In this Further Notice of Proposed
Rulemaking (Further Notice), the
Commission addresses the unique
issues that may limit
telecommunications deployment and
subscribership in the unserved or
underserved regions of our Nation,
including on tribal lands and in insular
areas. In particular, the Commission
seeks comment on current levels of
deployment and subscribership in
unserved, tribal and insular areas,
including penetration rates, availability
of telecommunications services, and
possible impediments to increased
deployment and penetration. With
respect to tribal areas, the Commission
seeks comment on issues that may be
affecting the availability of universal
service in tribal areas, including the
assignment of jurisdiction, designation
of eligible telecommunications carriers,
and possible modifications to federal
high-cost and low-income support
mechanisms that may be necessary to

promote deployment and subscribership
in these areas. In particular, the
Commission seeks comment on the
possibility of allowing carriers to
establish separate tribal study areas,
raising the cap on the high-cost fund to
allow for growth based on separate
tribal study areas, and revisions to its
Lifeline rules. In a companion Notice of
Proposed Rulemaking we are adopting
today, we seek comment on the
potential of wireless technology to
provide basic telephone service to tribal
lands.

10. With respect to unserved areas,
the Commission seeks further comment
regarding the implementation of section
214(e)(3) of the Act, which permits the
Commission or state commissions to
order a carrier to provide service to an
unserved community, including the
possibility of adopting a competitive
bidding mechanism to identify the
carrier or carriers best able to serve an
unserved area. The Commission also
seeks comment on possible
modifications to the federal low-income
and rural health care support
mechanisms in underserved areas,
including tribal and insular areas,
including the possibility of expanding
LinkUp to include facilities based
charges, and providing support for
intrastate toll-calling and rural health
care infrastructure. The Commission
seeks comment on rule changes
designed to enhance the availability of
support for rural health care providers
in insular areas, including determining
the urban rate and the nearest large city.
Through these efforts, we seek to ensure
that unserved and underserved areas
have access to telecommunications
services. With respect to tribal lands, we
also seek to ensure that our efforts are
consistent with principles of tribal
sovereignty, the federal trust
relationship, and support for tribal self-
determination.

11. Current Levels of Deployment and
Subscribership

A. Penetration Rates

11. The Industry Analysis Division of
the Common Carrier Bureau publishes a
Subscribership Report three times per
year. The data in this report is based on
the Current Population Survey (CPS),
conducted monthly by the Census
Bureau to keep track of the
unemployment rate and other socio-
economic conditions. The survey,
however, is based on information from
only 50,000 households nationwide and
does not identify geographic areas with
fewer than 100,000 people. Because
many unserved, tribal and insular areas
fall below this population threshold, the

CPS cannot be used to estimate
penetration rates for these areas. In
addition, this data does not include
areas of the United States that are not
states, including Puerto Rico and the
Virgin Islands. The long form of the
decennial census, which is delivered to
millions of households, contains a
question about telephone
subscribership. As a result, the census
data can be used to estimate telephone
penetration for smaller geographic areas.
This data, however, is collected only
every ten years and it takes the Census
Bureau one year to compile results.

12. We seek detailed information, to
the extent that it is available, on
penetration rates in high-cost areas,
insular areas, tribal lands, and any other
areas considered to be underserved. By
the term penetration rate, we mean the
percentage of households within a
specified area that have telephone
service in the housing unit. We seek this
information on a national level, on a
state-by-state or territory-by-territory
level, and on an area-by-area level. To
the extent possible, we encourage
commenters to provide the following
additional information in each of the
areas, and on each of the levels, where
they measure penetration rates: (1) total
population; (2) population density; (3)
average annual income; and (4) average
unemployment rate. We also ask that
commenters briefly explain the methods
by which they gather their data (e.g.,
census data, statistical sampling, etc.).
We also seek comment on the difficulty
of getting such information, such as the
difficulty of mapping a telephone
service territory onto the census
territories (such as census block groups)
because the boundaries may not always
coincide, and questions concerning the
definitions of the terms “household”
and “telephone service.”

B. Availability and Cost of
Telecommunications Services

13. In each of the areas, and on each
of the levels described, we seek to
determine the nature of the
telecommunications services available
and the costs of such services. In
particular, we seek comment on the
extent to which these areas receive the
following service, if any: basic
telephone service, services included
within the definition of universal
service, and/or advanced
telecommunications services. We also
seek comment on whether any carrier is
providing the following services and the
approximate number of households
served by each service: wireline,
wireless, Basic Exchange
Telecommunications Radio Systems
(BETRS), or other telecommunications
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services; cable television; direct
broadcast satellite service; other satellite
services that provide voice and data,
such as those provided through VSAT
networks; Internet service; and electric
service. In addition, we seek comment
on the monthly rate for each of these
services. With specific regard to basic
telephone service, we seek comment on
the average monthly bill for local
service, local toll service, and long-
distance service.

14. To the extent that underserved,
high-cost, insular, and/or tribal lands
have basic telephone service, we seek
comment on whether the local calling
area includes the nearest metropolitan
area or other area where the nearest
medical, government, cultural or
entertainment facilities exist, i.e., the
“‘community of interest.” For unserved
areas, and in particular tribal lands, we
also seek comment to determine
whether these areas fall within the
designated service area of existing
carriers, regardless of whether such
carriers are providing service to the
area.

15. We seek comment on the extent to
which existing facilities currently used
to provide other services (e.g., radio
broadcast towers, cable television plant,
electrical poles and satellite
infrastructure) could be adapted to
provide the services included within the
definition of universal service. We also
seek comment on whether specific
services included within the definition
of universal service could not be
provided via these facilities. We seek
comment on the extent to which
facilities used to provide
telecommunications service to
customers outside the unserved or
underserved areas exist adjacent to or
nearby the unserved or underserved
areas. In particular, we seek comment
on whether railroad tracks, or towers
used for the placement of antennas, are
found in these adjacent areas. We seek
comment on what role the Commission
might play in encouraging the use of
these other facilities to provide service
in underserved areas. For example, we
seek comment on whether the
Commission, or some other entity,
should develop a database to maintain
information about facilities that could
be used to provide service in currently
unserved or underserved areas,
including tribal lands and insular areas.

16. We also seek comment on the
possible shared use of existing federal
telecommunications infrastructure,
facilities or other resources, including
government rights-of-way, to provide
service in unserved or underserved
areas, including tribal and insular areas.
We seek comment on whether federal

telecommunications resources could be
made available in the short term to serve
as connecting backbone infrastructure
for health and safety
telecommunications in unserved areas.
We encourage federal entities with
government owned telecommunications
resources, particularly the Bureau of
Indian Affairs, to comment on this

issue.

17. Individuals from Indian
communities, state agencies and the
telecommunications industry have
commented that satellite and terrestrial
wireless systems may represent
practical and cost-effective alternatives
for providing service in unserved areas,
including tribal lands. In the pending 2
GHz proceeding, which proposes
policies and rules for licensing and
operation of the 2 GHz mobile satellite
service (MSS) systems in the United
States, the Commission sought comment
on incentives and policies to encourage
provision of satellite services to
unserved, rural, insular or economically
isolated areas. The commenters
generally support the Commission’s
tentative conclusion that satellites
represent an excellent technology for
providing basic and advanced
telecommunications services to
unserved areas, including tribal lands.
Several commenters stated that the
Commission should take positive steps
to encourage access to Universal Service
Funds by satellite operators or service
providers. Several commenters also
requested that the Commission should
identify express and implicit regulatory
provisions that may prevent satellite
providers from seeking universal
support subsidies and reform those
provisions, or forbear from imposing
these provisions, so that MSS providers
can fully participate in the Universal
Service Support initiative.

18. Satellite networks, used either on
a stand alone basis or in combination
with a terrestrial wireless network, may
offer a cost advantage over wireline or
other alternatives in remote areas where
a limited population may not provide
the economies of scale to support the
deployment of wireline or other
networks for each community. Because
satellites have large coverage areas, and
in many cases, can reach an entire
nation, satellite providers may achieve
greater economies of scale in serving
isolated areas since the costs of
deployment could be spread across a
number of communities. The basic
build-out required to obtain satellite
service is for earth stations to transmit
and receive satellite signals. We seek
comment on why satellite or terrestrial
wireless systems have not been used
more extensively to serve these areas.

Specifically, we seek comments
regarding the particular characteristics
of satellite or terrestrial wireless systems
that render these technologies suited for
serving unserved areas, the costs
associated with deployment, the
availability of federal universal service
support, and any other impediments to
deployment. To the extent that costs
deter satellite and terrestrial wireless
deployment, we seek comment on what
actions the Commission should take to
support the establishment and
maintenance of satellite and terrestrial
wireless services. We ask parties to
comment on whether specific aspects of
our universal service rules may deter
both current and future satellite services
providers from providing service to
rural, insular, and other unserved
communities, and what specific steps
the Commission can undertake to
encourage the use of universal service
support by satellite service providers.
We also seek comment on any other
actions the Commission should take to
encourage the deployment of the most
cost-effective, practical solution in these
geographically extreme areas.

C. Impediments to Increased
Penetration

19. In addition to identifying
impediments to increased penetration
rates, we also ask commenters to discuss
potential solutions for overcoming those
impediments. We do not reach tentative
conclusions on any of the proposals
discussed. Instead, we seek comment on
the need for the Commission to address
the specific concerns set forth and the
costs and benefits of the proposals
discussed. We seek comment on how
the Commission should measure its
success in satisfying the mandate in the
1996 Act that consumers in all regions
of the nation have access to
telecommunications services. We seek
comment on what measure we could
use, other than penetration rates, to
evaluate our success in achieving this
goal.

1. Demographic Factors

20. We ask commenters to supply data
for high-cost, insular, and tribal lands
regarding: (1) total population; (2)
population density; (3) average annual
income; and (4) average unemployment
rate. Bureau of Census data indicates
that income and education levels greatly
affect telephone penetration rates and
that geographic location can also make
a difference. In this section, we seek
specific comments on how these
demographic factors affect penetration
rates. For example, do income levels
have a greater effect on penetration rates
than population density? Do the
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combined effects of low income and low
population density have an exponential
effect on penetration rates? We seek
comment on whether other
demographic factors significantly affect
penetration rates in high-cost, insular,
and tribal lands, e.g., education levels.

2. Geographic Factors

21. One of the more obvious
explanations for low penetration rates in
high-cost, insular, and tribal lands is
that these areas are unusually expensive
to serve. Distance appears to be one
reason line extension charges are so
high. During the New Mexico and
Arizona Field Hearings, several tribes
testified about the remoteness of their
locations and the challenges that remote
locations presented in terms of
telecommunications services. For
example, in 1997, the Navajo
Communications Company issued 72
line extension charge estimates that
averaged more than $40,000, including
eight over $100,000 and one over
$157,000. The cost for installation of a
line on the Salt River Pima-Maricopa
Indian Community (located in the heart
of metropolitan Phoenix) is $5,000. We
seek comment on the general terrain,
including the existence of mountains,
plains, swamps, water, plateaus,
canyons, etc., that create challenges in
providing telecommunications services.
We also seek comment on the extent to
which the absence of necessary
infrastructure, for example roads or
electrical capacity, constitutes a barrier
to deployment in rural, insular, high-
cost, and tribal lands.

3. Financial Factors

22. We seek comment on whether
difficulties in obtaining access to
financing limits the ability of carriers to
provide service in unserved or
underserved rural, insular, high-cost,
and tribal lands. We seek comment on
any specific provisions in loan
agreements that serve to deter
deployment in these areas. We also seek
comment on any measures the
Commission could take that would
diminish the risks faced by investors
and would enhance the ability of
carriers to attract financing necessary to
provide service in unserved or
underserved rural, insular, high-cost,
and tribal lands. We also seek comment
on the availability and utility of existing
programs that may provide funding and
assistance to carriers seeking to provide
telecommunications service in unserved
areas and underserved areas, including
tribal and insular areas, including
whether the availability of existing
sources of funding and assistance is
adequately publicized.

4, Cultural Factors

23. We seek comment on the extent to
which cultural values or lifestyle
preferences deter consumer interest in
subscribing to telecommunications
services in unserved or underserved
areas. For example, we seek comment
on whether concerns about cultural
preservation, religion, identity, and
values may affect the willingness of
tribal authorities to allow or promote
the availability of telecommunications
services in their communities.
Similarly, we seek comment on whether
there are a significant number of
individuals that simply do not want
telecommunications services because of
personal lifestyle choices. We also seek
comment on the extent to which carriers
justify the lack of deployment in
unserved or underserved rural, insular,
high-cost, and tribal lands based on
concerns for cultural preservation and
whether these concerns are legitimate.
In addition, we seek comment on
whether the Commission’s efforts to
promote deployment and subscribership
in unserved and underserved areas
should be constrained by the cultural
choices expressed by tribal authorities
or other local leadership.

5. Regulatory Factors

24. We seek comment on
impediments imposed by various laws,
regulations or practices that may deter
carriers from providing service to
unserved or underserved areas,
including federal, state, tribal or insular
authorities.

25. Federal Regulatory Impediments.
We seek comment on the current
process for obtaining access to rights-of-
way on tribal lands and to what extent
this process deters carriers from
providing service on tribal lands. Under
the Right-of-Way Act of 1948, there are
three critical components for obtaining
rights-of-way over tribal land: (1) the
Secretary of the Interior through the
Bureau of Indian Affairs must grant the
easement for the right-of-way; (2)
compensation of not less than fair
market value, as determined by the
Secretary, plus severance damages must
be paid to the property owner; and (3)
tribal consent must be obtained. The
first of these requires a service provider
to undergo environmental assessments
and secure cultural and archaeological
clearances from the Bureau of Indian
Affairs. The second component requires
the service provider to obtain the
standard appraisal it would for any
easement but under standards set by
Bureau of Indian Affairs. Finally, the
service provider must also meet any
conditions imposed by the particular

tribe because the tribe has the ultimate
authority to accept or reject the right-of-
way. Carriers have indicated that this
process is a significant barrier to entry.
Tribal authorities have expressed
concern about the ability of carriers to
use existing rights-of-way to establish
new terrestrial networks without
obtaining the consent of the tribal
authority. In addition, carriers and tribal
authorities appear to have concerns
concerning appropriate compensation
for use of rights-of-way in tribal lands.
To the extent rights-of-way management
issues pose a barrier to entry on tribal
lands, we seek comment on what role,

if any, the Commission could play in
addressing these issues.

26. We also seek comment on whether
any aspect of our universal service rules
deters carriers from providing service to
unserved and underserved areas. For
example, does the definition of
supported services deter terrestrial
wireless or satellite service providers
from providing services in these areas?
In our ongoing proceeding to reform the
high-cost universal service support
mechanism for non-rural carriers,
several parties representing rural
carriers have filed comments asking that
we adjust or eliminate the cap on the
high-cost loop fund to coincide with the
anticipated transition of non-rural
carriers to a new forward-looking
support mechanism on January 1, 2000.
We observe that the cap on the existing
high-cost fund properly allows for
growth based on the rate of growth in
the total number of working loops
nationwide. We also observe that
carriers do invest in facilities in an
amount greater than that which is
supported through federal universal
service support mechanisms. We seek
comment regarding the extent to which
the interim cap on the high-cost fund is
a factor contributing to the lack of
deployment in unserved areas,
including tribal and insular areas.

27. We comment on whether existing
LATA boundaries prevent calls from
unserved or underserved areas,
including tribal lands, to the nearest
metropolitan area or community of
interest from being included in local
service. We seek comment on any other
federal rules or Commission regulations
which may deter carriers from providing
service to unserved or underserved
areas. We also observe that issues
specific to wireless providers will be
addressed in a separate proceeding.

28. State Regulations. We also seek
comment on regulations or actions at
the state level that may impact
deployment and subscribership in
unserved and underserved areas. We
seek comment on the extent to which
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statewide rate-averaging requirements or
limited local calling areas may make the
costs of telecommunications service
unaffordable to low-income consumers
living in unserved or underserved areas.
We also seek comment on existing state
programs designed to ensure that rates
in remote and tribal lands are
affordable.

29. Tribal/Insular Regulatory
Impediments. We seek comment on any
regulations or requirements imposed by
tribal or insular authorities that may
deter entry in tribal lands or in insular
areas. For example, we seek comment
on whether local governments own or
operate the local exchange carrier in
their areas and what impact this may
have on competitive entry from other
cost-effective wireline, terrestrial
wireless, or satellite service providers.
We seek comment on whether
government ownership or operation
affects the provision of services
supported by universal service
mechanisms in these areas. We seek
comment on any ownership or
employment requirements imposed by
tribal authorities that may impair the
ability of carriers to provide service
and/or compete with tribally-owned
carriers. For example, we seek comment
on the extent to which tribes require an
ownership interest in a carrier as a
prerequisite to allowing the carrier to
provide service on tribal lands. We seek
comment on the impact such
requirements may have on the
deployment of telecommunications
facilities and services on tribal lands.

I11. Tribal Lands

30. For our universal service support
mechanisms to be effective on tribal
lands, we seek to promote active
involvement and collaboration between
the Commission and tribal authorities.
As a general matter, we seek comment
on how we can increase Indian
participation in the Commission’s
decision-making process. At a more
specific level, we seek comment
throughout this section on issues unique
to tribal lands that may affect the goals
and incentives of federal universal
service support mechanisms and
consider additional, targeted assistance
the Commission may want to provide to
promote deployment and subscribership
on tribal lands. As described, the trust
relationship between the federal
government and Indians as well as
principles of tribal sovereignty suggest
that the federal government may have
the authority to implement
particularized measures to address the
factors causing the unusually low
subscribership on tribal lands. We
emphasize that these proposals are not

meant to imply that the states have not,
or will not, do their share in promoting
the availability of universal service on
tribal lands. In fact, many states have
made significant efforts in this area. We
commend them for doing so and we
encourage them to continue. In this
proceeding, however, we consider
measures the Commission may take to
fulfill its obligation to address
telecommunications needs on tribal
lands.

A. Jurisdiction
1. Issues for Comment

31. We recognize that principles of
Indian law, including the trust
relationship between the federal
government and Indian tribes, tribal
sovereignty, and tribal self-
determination, must apply with equal
force in the area of telecommunications.
With respect to telecommunications
services provided by tribal carriers on or
off the reservation or by non-tribal
carriers within tribal lands (all of which
are referred to jointly as “tribal
telecommunications”) the parameters of
federal, state and tribal authority,
however, are not always clear. The
Supreme Court, itself, has
acknowledged that “‘generalizations on
this subject have become treacherous.”
Nonetheless, some of the proposals
presented in this Further Notice
necessitate an effort to evaluate these
jurisdictional relationships. In this
Further Notice, we seek comment to
determine how best to give effect to
principles of Indian law in the context
of rule changes intended to benefit
unserved and underserved tribal lands.

32. State Jurisdiction. Three of the
proposals detailed later in this Further
Notice deal with provisions of sections
254 and 214 of the Act, and of our
existing rules that are triggered when
the state lacks jurisdiction over a carrier
providing telephone exchange or access
service in a particular area. First, the
determination of whether a state has
jurisdiction over a common carrier
providing telephone exchange service
and exchange access is key in
determining whether the Commission is
required to designate
telecommunications carriers as eligible
to receive federal universal service
support in high-cost areas. Second, in
unserved areas where the state lacks
jurisdiction the Commission, pursuant
to section 214(e)(3) shall determine
which common carrier or carriers are
best able to provide service. Third, we
propose that revisions to our Lifeline
rules to address the situation faced by
carriers not subject to state jurisdiction.

33. The issue of the extent to which
tribal authorities or state governments
have authority to regulate activities
occurring on tribal lands, whether by
tribal members or not, has a long and
complex legal history, involving
considerations of whether state
regulation is preempted by federal
regulation, whether state regulation is
consistent with tribal sovereignty and
self-determination, and whether tribes
have consented to state jurisdiction,
either in treaties or pursuant to the
Indian Civil Rights Act of 1968. In
addition, Indian law jurisprudence finds
state law generally inapplicable when
states attempt to regulate the conduct of
Indians directly within reservation
boundaries.

34. We recognize that some state
commissions have asserted jurisdiction
over carriers seeking to provide service
on tribal lands and regulate certain
aspects of the provision of
telecommunications service on tribal
lands. We seek comment, in particular
from state commissions as well as any
other interested parties, concerning the
extent of state and tribal regulation of
telecommunications provided on tribal
lands and by tribally-owned or operated
carriers. In particular, we seek comment
on the appropriate jurisdictional
authority in the following situations: (1)
tribally-owned or operated carriers
providing service within the reservation
(a) to tribal members, (b) to non-tribal
members, and (c) to non-tribal members
living on non-native fee lands (within
the reservation); (2) non-tribally owned
or operated carriers offering service both
inside and outside of the reservation;
and (3) tribally-owned or operated
carriers offering service outside of the
reservation. We refer parties
commenting on these issues to the
various ways in which tribal lands
could be defined, as discussed, and seek
comment on how these definitions
inform the jurisdictional analysis
requested in this section.

35. In addition, we seek comment on
the jurisdictional treatment of the
following geographic entities, as
classified by the Bureau of the Census:
(1) American Indian Reservations,
which are areas with boundaries
established by treaty, statute and /or
executive or court order; (2) Trust
Lands, which are real property held in
trust by the federal government that is
associated with a specific American
Indian reservation or tribe and which
may be located within or outside the
reservation; (3) Tribal Jurisdiction
Statistical Areas, which are delineated
by those Federally-recognized tribes in
Oklahoma that no longer have a
reservation; (3) Tribal Designated
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Statistical Areas, which encompasses
federally and state-recognized tribes
without reservation or trust lands; (4)
Alaska Native Regional Corporations,
which are corporate entities established
under the Alaska Native Claims
Settlement Act of 1972 (ANCSA) to
conduct the commercial and nonprofit
business of Alaska Natives; and (5)
Alaska Village Statistical Areas, which
are tribes, bands, clans, groups, villages,
communities, or associations in Alaska
that are recognized pursuant to the
ANCSA.

36. We seek comment on whether
there are any other kinds of tribal
relationships that would inform our
jurisdictional analysis. We seek
comment on whether the state
commission has jurisdiction over
telecommunications in the situations
described, the legal authority for such
jurisdiction (e.g. the state constitution,
state statute, Indian treaty, etc.); and the
extent to which the particular state
commission exercises that jurisdiction.
We also seek comment on the existence
of any concurrent jurisdiction.

37. In addition, we observe that
wireline telephone calls between Indian
tribal lands and the state in which tribal
land is located are currently treated as
intrastate calls, subject to state
jurisdiction. We seek comment on
whether this treatment is consistent
with principles of tribal sovereignty and
the Indian law jurisprudence regarding
the limits of state authority, referenced.
We also seek comment on whether the
treatment of these calls as intrastate is
consistent with the division of
jurisdiction between the Commission
and the states under section 2 of the
Act. We seek comment as well on the
need, impact, and Commission’s
authority to reclassify these calls as
interstate for the purpose of giving effect
to principles of tribal sovereignty.

38. We observe further that state
jurisdiction may be preempted by the
operation of federal law “if it interferes
with or is incompatible with federal and
tribal interests reflected in federal law,
unless the state interests at stake are
sufficient to justify the assertion of state
authority.” An express Congressional
statement of preemption is not required.
Instead, a preemption analysis “‘requires
a particularized examination of the
relevant state, federal and tribal
interests.” We seek comment on state
interests in regulating
telecommunications on tribal lands,
including the ability to ensure
reasonable rates, quality service, and the
continued viability of local exchange
carriers (LECs). We also seek comment
from each tribal government, and any
other interested parties, on the extent to

which the state’s exercise of jurisdiction
over telecommunications on tribal lands
and over tribal carriers that serve areas
both inside and outside Indian
sovereign territory is warranted.

39. Tribal Regulation. We seek
comment from each tribal government,
and any other interested parties, on the
extent of tribal authority over regulation
of telecommunications on tribal lands.
As a threshold matter, we note that the
Commission has previously spoken to
some aspects of this issue in the A.B.
Fillins Order, in which the Commission
considered the extent of tribal
regulatory authority over the provision
of cellular service within a tribal
reservation. In that order, the
Commission held that under well-
settled case law, the Communications
Act applies with equal force to tribal
reservations as to other areas, and that
the Commission has sole authority
under Title 11l of the Act with respect to
management and licensing of radio
spectrum in tribal areas. The
Commission also concluded, however,
that the Communications Act does not
preempt tribal authority over access by
telecommunications carriers to tribal
lands, because the provisions of the Act
that preempt state and local
impediments to entry do not apply to
tribal authorities.

40. In light of this statutory
framework, we seek comment on the
current extent to which tribal
authorities have engaged in
telecommunications regulation and on
any future plans of tribal authorities to
regulate telecommunications in tribal
areas. We seek comment on the extent
to which tribal authorities consider
regulation of tribal telecommunications
important to the right to self-
government and self-determination. We
also seek comment on whether tribal
authorities should be considered as
comparable to state authorities for
purposes of regulating
telecommunications services, and the
degree to which the federal-tribal
relationship on communications matters
is similar or dissimilar to the federal-
state relationship. Finally, while we
have determined in the A.B. Fillins
Order that tribal authorities are not
subject to preemption under provisions
of the Act applicable to state and local
governments, we seek comment on what
authority, if any, the Commission has to
preempt tribal regulations that may be
inconsistent with our federal regulatory
scheme.

41. Tribal Self-determination and
Universal Service Goals. We seek
comment to determine how principles
of Indian law and federal support for
tribal self-determination affect the

Commission’s statutory mandate to
ensure that consumers in all regions of
the nation have access to the services
supported by federal universal service
support mechanisms. Pursuant to the
Act, the Commission is bound by its
statutory mandate to promote the
availability of the services supported by
federal universal service support
mechanisms in all regions of the Nation.
We seek comment on whether this
statutory obligation is affected or
constrained by any contrary interests,
for cultural or other reasons, of certain
tribal authorities. We seek comment, in
particular from tribal authorities, to
ascertain whether tribal authorities
share the goals established by the 1996
Act, which the Commission is bound to
implement. We seek comment on the
extent to which tribal authorities seek to
promote the availability of
telecommunications services and
competition among telecommunications
providers.

42. We also seek comment on whether
the services supported by federal
universal service support mechanisms
are consistent with the interests of tribal
authorities in promoting service in tribal
lands. We recognize that some tribal
authorities may prefer a different mix of
services to be supported. For example,
some tribes may prefer support for
terrestrial wireless or satellite services,
rather than wireline services. Other
tribes may want to prioritize the ability
for each member to receive basic
telecommunications service, rather than
the entire package of services included
in the definition of universal service.
We seek comment on whether the
Commission has the authority to and
whether it should develop a procedure
by which the Commission, the Joint
Board and the sovereign Indian tribes
could identify a single alternative
definition of the services supported by
federal universal service support
mechanisms in tribal lands. We seek
comment on additional administrative
burdens that would be associated with
implementing this procedure.

B. Defining “Tribal Lands”

43. The definition we adopt of “‘tribal
lands” will be used to identify those
areas in which, for reasons based on
principles of Indian sovereignty, the
Commission seeks comment to
determine whether possible
modifications to our federal universal
service policies and rules may be
warranted. In defining tribal lands, we
seek to ensure that we limit the reach of
these proposals to those areas in which
principles of tribal sovereignty and
tribal self-determination apply. We also
seek to balance the reasonable exercise
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of federal jurisdiction with appropriate
deference to state sovereignty and
jurisdiction.

44. \We seek comment on defining
tribal lands as all land within the limits
of any Indian reservation under the
jurisdiction of the United States
Government, notwithstanding the
issuance of any patent, and, including
rights-of-way running through the
reservation. Alternatively, we seek
comment on defining tribal lands to
have the same meaning as the term
“Indian country,” as that term is
defined by the Bureau of Indian Affairs.
“Indian country” means (a) all land
within the limits of any Indian
reservation under the jurisdiction of the
United States Government,
notwithstanding the issuance of any
patent, and, including rights-of-way
running through the reservation, (b) all
dependent Indian communities within
the borders of the United States whether
within the original or subsequently
acquired territory thereof, and whether
within or without the limits of a state,
and (c) all Indian allotments, the Indian
titles to which have not been
extinguished, including rights-of-way
running through the same.

45, In addition, we seek comment on
whether the geographic entities, as
classified by the Bureau of the Census,
should be included in the definition of
tribal lands: (1) American Indian
Reservations, which are areas with
boundaries established by treaty, statute
and/or executive or court order; (2)
Trust Lands, which are real property
held in trust by the federal government
that is associated with a specific
American Indian reservation or tribe
and which may be located within or
outside the reservation; (3) Tribal
Jurisdiction Statistical Areas, which are
delineated by those Federally-
recognized tribes in Oklahoma that no
longer have a reservation; (4) Tribal
Designated Statistical Areas, which
encompasses federally and state-
recognized tribes without reservation or
trust lands; (5) Alaska Native Regional
Corporations, which are corporate
entities established under the ANCSA to
conduct the commercial and nonprofit
business of Alaska Natives; and (6)
Alaska Village Statistical Areas, which
are tribes, bands, clans, groups, villages,
communities, or associations in Alaska
that are recognized pursuant to the
ANCSA.

46. We observe that, with the
exception of the first category, American
Indian Reservations, the listed
classifications used by the Bureau of the
Census would not be encompassed in a
definition of tribal lands that is limited
to “all land within the limits of any

Indian reservation under the
jurisdiction of the United States
Government.” We recognize that tribes
encompassed by these classifications
may face obstacles in obtaining
telecommunications services that are
similar to those faced by tribes in living
in American Indian Reservations.
Commenters supporting the inclusion of
any of these categories should explain
the source of the Commission’s
authority to implement the additional
measures proposed in this item with
respect to these areas, including noting
any jurisdictional arguments provided
in response to questions raised.

C. High-Cost Support Mechanisms

1. Federal Share of High-Cost Support

47. As discussed, because the trust
relationship creates a unique
relationship between the federal
government and Indian tribes, the
federal government may have authority
to undertake additional measures to
promote deployment and subscribership
on tribal lands and to provide universal
service support necessary to offset the
particular challenges facing these areas.
With respect to high-cost support on
tribal lands, we seek comment on the
extent to which states currently support
the costs of universal service in tribal
lands and whether the Commission
should provide an additional portion of
the universal service support calculated
by the federal support methodology in
high-cost, tribal lands. For instance,
with regard to the forward-looking high-
cost support mechanism for non-rural
carriers, we seek comment on whether,
rather than providing support for costs
that exceed both a national cost
benchmark and the individual state’s
resources to support those costs, the
mechanism should provide support for
all costs in unserved tribal lands that
exceed the national benchmark.

2. Separate Study Areas Option for
Tribal Lands

48. In order to provide additional
high-cost support to tribal lands, we
seek comment on modifications to our
study area rules. Our study area rules
provide a mechanism through which the
Commission has controlled the growth
of the high-cost universal service
support mechanism. Universal service
support for high-cost areas is
determined on the basis of average loop
costs throughout a study area. Averaging
costs on a study-area wide basis spreads
the burden of serving high-cost areas
among all of the telecommunications
subscribers in that study area. As a
result, however, carriers with relatively
low average loop costs in a particular

study area receive no support for
serving additional customers in a high-
cost portion of that study area if the
loop costs in the high-cost portion do
not raise the overall average loop costs
for the study area above a specific
national benchmark, currently 115% of
the national average cost per loop. By
freezing study area boundaries, the
Commission sought to eliminate
incentives for carriers to place high-cost
exchanges in separate study areas in
order to receive additional support for
providing service to those study areas.
As a result of these two policies,
however, certain carriers may
experience strong financial
disincentives to serving unprofitable
high-cost customers in their study areas
and other carriers may lack incentives to
purchase those unserved exchanges.

49. In order to promote the
deployment of universal services on
tribal lands, we seek comment on
modifying our rules to permit carriers to
treat tribal lands as a distinct study area.
We seek comment on whether, by
providing an exception to our study area
rules, we can eliminate regulatory
requirements that may deter carriers
from serving high-cost, tribal lands. For
example, one option may be that the
tribal study area for a carrier will consist
of all of the tribal lands served by the
carrier within the borders of a single
state. This means that carriers may have
a tribal study area in each state in which
it provides service on tribal lands. We
seek comment on whether the tribal
study area should include all of the
tribal lands in a state (rather than, for
example, a single nationwide tribal
study area) because states use study
areas for purposes of determining
intrastate revenue requirements.

50. We emphasize that the proposal to
allow tribal study areas is not related to
the issue of the area over which costs
are averaged to determine support using
the new high-cost mechanisms, which is
pending in the high-cost proceeding. We
seek comment on how allowing a
separate tribal study area could affect
whether the carrier serving that area
falls within the statutory definition of a
rural carrier for providing service to that
area. If a carrier designates the tribal
lands within a state as a separate study
area, the number of access lines or
inhabitants in that newly created study
area may qualify the carrier as a rural
carrier with respect to that study area.
We seek comment on whether this may
result in some carriers, currently
designated as non-rural, being
considered rural for purposes of
receiving universal service support in
certain tribal study areas.
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3. Interim Cap on the High-Cost Fund

51. In the First Report and Order, the
Commission concluded that it would
maintain the cap on the existing high-
cost loop support mechanism until all
carriers receive support based on the
new high-cost funding mechanism. The
cap on the high-cost loop fund was
initially intended as an interim
measure. Commission rules require that
if total support, based on each carrier’s
actual costs, is above the total allowed
capped amount, each recipient of high-
cost loop support will receive a reduced
amount of support to keep the total fund
at the capped amount. The cap has
served its purpose in controlling
excessive growth in the size of the fund
during the past six years as the
Commission has reformed its universal
service support mechanisms. We have
stated that the rural carriers will receive
support based on the new high-cost
funding mechanism no earlier than
January 1, 2001. The Commission has
not established a timetable for moving
rural carriers to a forward-looking high-
cost support mechanism. Rather, this
undertaking is on hold pending the
Rural Task Force making its
recommendation to the Joint Board; the
Joint Board may recommend that the
Commission conduct further
proceedings on certain issues.

52. Allowing carriers to designate
separate tribal study areas, as proposed,
could mean that additional carriers may
be entitled to a portion of the high-cost
support fund. We seek comment on the
need for the Commission to provide
additional high-cost support under the
existing mechanisms to tribal lands. In
order to do so, the Commission may
either lift the cap on the high-cost fund
to allow for growth in the size of the
fund attributable to the separate study
area proposal or reallocate the existing
funds among the expanded category of
recipients. We seek comment on these
options. We also seek comment on any
other options that may assist the
Commission in achieving the goal of
targeting additional federal high-cost
support to tribal lands.

D. Revisions to Lifeline

53. The Commission’s Lifeline
support program for low-income
consumers is designed to reduce the
monthly billed cost of basic service for
low-income consumers, which we
anticipate will increase telephone
penetration. Lifeline provides carriers
with three elements of universal service
support. The support must be passed
through to each qualifying low-income
consumer by an equivalent reduction in
his or her monthly bill for telephone

service. All carriers receive a baseline
amount of $3.50 per month per Lifeline
customer in the form of a waiver of the
federal subscriber line charge (SLC). An
additional $1.75 per month is available
per Lifeline customer if ““the state
commission approves an additional
reduction of $1.75 in the amount paid
by consumers * * *” Finally, carriers
can receive federal matching funds of
fifty percent of the amount of state
Lifeline support, up to a maximum of an
additional $1.75 per month, as long as
the entire amount is passed on to
subscribers. Federal Lifeline support per
qualifying low-income consumer is
capped at $7.00 per month.

1. State Commission Approval

54. The Commission has received
petitions for waiver of our Lifeline rules
to allow carriers not subject to the
jurisdiction of a state commission to
receive the second tier of federal
support where no regulations issued by
local authorities (including state
commissions and tribal authorities)
exist that would prevent an equivalent
reduction in the monthly telephone bills
of qualifying low-income consumers. In
drafting our rule, we did not consider
the situation faced by carriers not
subject to the jurisdiction of a state
commission. Based on these waiver
petitions, it appears that our rule has
given rise to certain situations that we
did not anticipate. The requirement of
state consent prior to making available
the second tier of federal Lifeline
support was intended to reflect
deference to the states in such areas of
traditional state expertise and authority.
We did not intend to require carriers not
subject to state commission jurisdiction
to seek either state commission action or
a Commission waiver in order to receive
the additional $1.75 available under
federal support mechanisms, where that
additional support would be passed
through to consumers. For these
reasons, we propose to modify our rule
to state that an additional $1.75 per
qualifying low-income consumer will be
provided to the carrier where the
additional support will result in an
equivalent reduction in the monthly bill
of each qualifying low-income
consumer. This proposed revision
maintains deference to the state
commission because the additional
support will not be provided where a
state commission with jurisdiction to do
so has not permitted an equivalent
reduction in the consumer’s bill. The
proposed revision is intended to
eliminate the need for carriers not
subject to the jurisdiction of a state
commission to seek state commission

action or a Commission waiver. We seek
comment on the proposed revision.

2. Federal Support on Tribal Lands

55. In addition, in keeping with
principles of tribal sovereignty, we seek
comment on modifying our rule to
provide that the third tier of federal
support, a maximum of $1.75 per month
per low-income consumer, is available
to customers on tribal lands. As
described, the federal government has a
special trust relationship with Indian
tribes, and this entails special
responsibilities, particularly where
tribal reservations appear to be
particularly disadvantaged by a lack of
important resources, like
telecommunications. With respect to
tribal lands, we seek comment on the
extent to which states currently provide
the support necessary to qualify for
matching funds for the third tier of
Lifeline support. We also seek comment
on whether the federal government, in
light of its trust relationship with Indian
tribes, should provide carriers serving
tribal lands the third tier of Lifeline
support, $1.75 per qualifying Lifeline
customer, as long as all such Lifeline
customers receive an equivalent
reduction in their bills. Unlike in other
areas, this federal support amount
would not be contingent upon the state
in which the tribal lands are located
providing support.

3. Amendments to Consumer
Qualification Criteria

56. We seek comment on whether the
Commission should expand the
consumer qualifications for Lifeline
assistance to ensure that low income
consumers on tribal lands are able to
participate fully in the Lifeline
assistance program. Under our current
rules, in states that provide intrastate
matching funds, a consumer must meet
the criteria established by the state
commission to receive federal Lifeline
support. In most states, a consumer can
meet the criteria by demonstrating or
certifying that he or she participates in
one of several narrowly targeted low
income assistance programs. We are
concerned that some state commissions
have established Lifeline criteria that
may inadvertently exclude low income
consumers on tribal lands because the
criteria do not include low income
assistance programs that are specifically
targeted toward Indians living on tribal
lands. Similarly, in those states that do
not provide intrastate matching funds
(and thus do not establish the consumer
qualifications for Lifeline participation),
a consumer seeking Lifeline support
must certify his or her participation in
one of the following Commission-



Federal Register/Vol.

64, No. 189/ Thursday, September 30, 1999/Proposed Rules

52747

designated low income assistance
programs: Medicaid; food stamps;
Supplemental Security Income; federal
public housing assistance; or Low-
Income Home Energy Assistance
Program.

57. We seek comment on how the
Commission might expand the
consumer qualifications for Lifeline
support to enable low income
consumers on tribal lands to participate
in the Lifeline assistance program. In
particular, we seek comment about
whether we should amend our rules to
allow low income consumers on tribal
lands to qualify for Lifeline support by
certifying their participation in
additional means tested assistance
programs, such as the programs
administered by the Bureau of Indian
Affairs or Indian Health Services. We
encourage commenters to indicate
whether there might be other suitable
criteria—based solely on income or
factors related to income—that should
be used to determine qualification for
low income members of tribal lands. We
ask commenters to indicate whether
providing Indians living on tribal lands
with greater access to Lifeline assistance
might increase incentives for eligible
telecommunications carriers to serve
these tribal lands. Finally, we seek
comment on whether the Commission
could apply any new criteria
specifically targeted to low income
Indians living on tribal lands both to
states that do not provide matching
funds and states that do provide such
funds.

1V. Designating Eligible
Telecommunications Carriers Pursuant
to Section 214(e)(6)

58. Pursuant to section 254(e) of the
1996 Act, not all telecommunications
providers are eligible for federal
universal service support. For purposes
of the universal service support
mechanisms for high-cost areas and low
income consumers “‘only an eligible
telecommunications carrier designated
under section 214(e) shall be eligible” to
receive federal universal service
support. To be designated as an eligible
telecommunications carrier, a carrier
must:

(A) offer the services that are supported by
Federal universal service support
mechanisms under section 254(c), either
using its own facilities or a combination of
its own facilities and resale of another
carrier’s services (including the services
offered by another eligible
telecommunications carrier); and

(B) advertise the availability of such
services and the charges therefor using media
of general distribution.

59. Under section 214(e), the primary
responsibility for designating a
prospective carrier as an eligible
telecommunications carrier lies with the
state commission. In a situation where
there is no common carrier willing to
provide supported services to an
unserved community that requests such
services, section 214(e)(3) states that:

[T]he Commission, with respect to
interstate services * * * or a State
commission, with respect to intrastate
services, shall determine which common
carrier or carriers are best able to provide
such service to the requesting unserved
community or portion thereof and shall order
such carrier or carriers to provide such
service for that unserved community or
portion thereof.

In the event that a common carrier is not
subject to the jurisdiction of a state
commission, section 214(e)(6)
authorizes the Commission, upon
request, to designate the carrier as an
eligible telecommunications carrier, for
a service area designated by the
Commission, if the carrier meets the
qualifications for eligible
telecommunications carrier status.

60. Section 214(e) of the Act states
that only an “eligible
telecommunications carrier’” designated
under section 214(e) shall be eligible to
receive federal universal service
support. Pursuant to section 214(e)(2)
and (e)(5) of the Act, state commissions
are generally responsible for designating
eligible telecommunications carriers
and for designating service areas for
such carriers. Initially, section 214(e)
did not include a provision for
designating carriers not subject to the
jurisdiction of a state commission. The
Act was amended in 1997 to address
this “oversight.” Section 214(e)(6)
authorizes the Commission to designate
as an eligible telecommunications
carrier “‘a common carrier providing
telephone exchange service and
exchange access that is not subject to
the jurisdiction of a State Commission.”
We tentatively conclude that, by adding
section 214(e)(6), Congress sought to
ensure that carriers serving all regions of
the United States have access to a
mechanism that will allow them to be
designated as eligible
telecommunications carriers, if they
meet the statutory requirements.
Recognizing that the designation of
eligible telecommunications carriers is
primarily a state commission function,
Congress granted this Commission the
authority for this task in the event that
a carrier is not subject to the jurisdiction
of a state commission.

61. Although some of the legislative
history of section 214(e)(6) focuses on
the ability of tribally-owned carriers to

be designated as eligible
telecommunications carriers, the
statutory language and other legislative
history is not so limited. The other
legislative history states that “‘the intent
of this bill is to cover such situations
where a State commission lacks
jurisdiction over a carrier, in which case
the FCC determines who is eligible to
receive federal universal service
support.” The legislative history also
makes clear that ““nothing in this bill is
intended to impact litigation regarding
jurisdiction between State and federally
recognized tribal entities” or to “‘expand
or restrict the existing jurisdiction of
State commissions over any common
carrier or provider in any particular
situation.” In the following paragraphs,
we seek comment on how section
214(e)(6) should be interpreted and
implemented with respect to carriers
(whether tribally owned or otherwise)
that provide telecommunications
services to tribal areas.

62. First, however, we seek comment
identifying other situations in which
carriers providing telephone exchange
and exchange access services to areas
other than tribal lands are not subject to
state commission jurisdiction and thus
must seek designation as eligible
telecommunications carriers from the
Commission. In this context, we seek
comment on whether the Commission,
rather than state commissions, has the
jurisdiction to designate terrestrial
wireless or satellite carriers as eligible
telecommunications carriers. If such
carriers submit applications for
designation pursuant to section
214(e)(6) during the pendency of this
proceeding, we will consider them on a
case by case basis in light of the
statutory language and the showings
made by the affected parties. We also
note that our analysis of the scope of the
designation provision of section
214(e)(6) is not intended to affect any
other decision with respect to the
authority of state commissions or tribal
authorities to regulate
telecommunications on tribal lands or
over terrestrial wireless or satellite
carriers.

63. The statutory language of section
214(e)(6) is ambiguous with respect to
when the Commission’s authority to
designate eligible telecommunications
carriers is triggered. It is not clear
whether the Commission’s authority is
triggered when a carrier is not subject to
the jurisdiction of a state commission or
when the service or access the carrier
provides is not subject to the
jurisdiction of a state commission. Thus,
the initial question in interpreting
section 214(e)(6) with respect to the
provision of telecommunications service
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in tribal lands is under what
circumstances the Commission may
designate carriers as eligible
telecommunications carriers. The title of
section 214(e)(6), “Common Carriers not
Subject to State Commission
Jurisdiction,” suggests that the
triggering inquiry is whether the carrier
is subject to state commission
jurisdiction. We tentatively conclude,
however, that the better interpretation of
section 214(e)(6) is that the
determination of whether a carrier is
subject to the jurisdiction of a state
commission depends in turn on the
nature of the service provided (e.g.
telephone exchange or access service
provided by wire, satellite or terrestrial
wireless) or the geographic area in
which the service is being provided (e.g.
tribal lands). This interpretation is
supported by the legislative history of
section 214(e)(6). Representative Tauzin
stated that *‘S.1354 makes a technical
correction to the Act that will make it
possible for telephone companies
serving areas not subject to the
jurisdiction of a State Commission, to be
eligible to receive federal Universal
Service support.” Our tentative
conclusion that the nature of the service
or the geographic area in which the
carrier provides it should be the basis
for distinguishing between the
designation authority of the
Commission and state commission
under section 214(e)(6), is consistent
with other provisions of the Act. Section
2 of the Act similarly distinguishes
between federal and state jurisdiction
over telecommunications services based
on the geographic area in which the
service is provided. Section 332(3) of
the Act limits state authority on the
basis of the service provided (i.e.
commercial and private mobile service).
We seek comment on this analysis and
on any other factors which may be
relevant to this determination.

64. Our next question then is under
what circumstances are
telecommunications carriers providing
telecommunications services on tribal
lands subject to state commission
authority? We seek comment on the
extent to which a state commission has
jurisdiction over tribally-owned carriers
seeking to provide telecommunications
service on tribal lands and over non-
tribally-owned carriers seeking to
provide such service on tribal lands.
The answer to these questions will
determine whether the Commission may
designate carriers seeking to provide
service on tribal lands as eligible
telecommunications carriers. With
respect to tribally-owned carriers
seeking to provide telecommunications

service on tribal lands, we note that
state law is generally inapplicable when
states attempt to regulate the conduct of
tribal members directly within
reservation boundaries, except in
“exceptional circumstances.” We seek
comment on whether, for the purpose of
eligible telecommunications carrier
designation, tribally-owned carriers
providing telecommunications services
within tribal reservations would be
subject to state regulatory authority.

65. We further recognize that when
states seek to regulate non-tribal
members and their activities conducted
within a reservation, the
appropriateness of the state’s assertion
of regulatory authority is determined by
a “‘particularized inquiry” into the
nature of the state, federal, and tribal
interests at stake. Specifically, the
analysis turns “on whether state
authority is pre-empted by the operation
of federal law; and ‘[s]tate jurisdiction is
pre-empted * * * if it interferes or is
incompatible with federal and tribal
interests reflected in federal law, unless
the state interests at stake are sufficient
to justify the assertion of state
authority.” The inquiry is to proceed in
light of traditional notions of Indian
sovereignty and the congressional goal
of Indian self-government, including its
‘overriding goal’ of encouraging tribal
self-sufficiency and economic
development.” We recognize that this
inquiry is a particularized one, and thus
specific to each state and the facts and
circumstances surrounding the
provision of telecommunications
services by non-tribal members within
those tribal lands. However, we seek
comment on whether there are any
general federal, state and tribal interests
at stake which might inform the inquiry
and help provide general guidance on
the proper boundaries of state authority
in this case. Specifically, we seek
comment on the federal government’s
interest in assuming authority over the
designation of eligible
telecommunications services, and the
extent to which state authority would be
preempted by the operation of federal
law—namely section 214 or other
relevant provisions or other federal or
tribal interests reflected in federal law.

66. We also seek comment on the
states’ interests in designating eligible
telecommunications carriers, as well as
the implications of state designation on
Indian sovereignty, self-government and
“tribal self-sufficiency and economic
development.” We recognize, however,
that some state commissions have
asserted jurisdiction over carriers
seeking to provide service on tribal
lands, and that these commissions

regulate certain aspects of a carrier’s
provisions of service on tribal lands.
67. In implementing section 214(e)(6),
we are concerned that the fact
intensiveness and the legal complexity
of determining whether a state has
jurisdiction over carriers seeking
designation as an eligible
telecommunications carrier may lead to
confusion, duplication of efforts and
needless controversy among carriers,
tribal authorities, state commissions and
this Commission, which could
undermine efforts to achieve our
universal service goals. For these
reasons, we propose the following
process to treat applications for the
Commission’s designation of eligible
telecommunications companies eligible
to receive universal service support for
serving tribal land. Carriers seeking
designation as an eligible
telecommunications carrier from this
Commission, whether to serve tribal
lands or on the basis of other
jurisdictional arguments, should consult
with the relevant tribal authority, where
appropriate, and the state commission
on the issue of whether the state
commission has jurisdiction to
designate the carrier. In situations
where the tribal authority and the state
commission agree that the state has
jurisdiction, we anticipate that the state
would conduct the designation
proceeding. In instances where the
tribal authority challenges the state’s
exercise of jurisdiction, we encourage
the carriers, with the support of the
tribal authority, to apply to this
Commission for designation. In the
public comment period subsequent to a
carrier’s application for designation as
an eligible telecommunications carrier,
the carriers and tribal authorities would
be expected to demonstrate why
Commission designation is appropriate.
Interested parties, including the state
commission, that disagree with the
Commission’s exercise of jurisdiction
would also be expected to raise their
challenges in that proceeding. We seek
comment on this proposal and
suggestions for other ways in which the
determination of whether the
designation must be performed by the
Commission or a state commission
could be simplified or streamlined.

V. Unserved Areas—Implementation of
Section 214(e)(3)

A. Defining **‘Unserved Area”

68. In order to determine whether an
allegedly unserved community is
eligible for relief pursuant to section
214(e)(3), we must first decide whether
the area at issue is unserved. Only after
making this initial determination can
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we proceed with the rest of the analysis
required by section 214(e)(3). We
propose defining an unserved area as
“‘any area in which facilities would
need to be deployed in order for its
residents to receive each of the services
designated for support by the universal
service support mechanisms.” In the
First Report and Order, we identified
the services that would be supported by
universal service support mechanisms
as: single-party service; voice grade
access to the public switched network;
DTMF signaling or its functional
equivalent; access to emergency
services; access to operator services;
access to interexchange service; access
to directory assistance; and toll
limitation services for qualifying low-
income consumers. These services were
identified based on the statutory
directive embodied in section
254(c)(1)(A)—(D), requiring the Joint
Board and the Commission to ‘‘consider
the extent to which * * *
telecommunications services” included
in the definition of universal service: (1)
Are essential to education, public
health, or public safety; (2) have,
through the operation of market choices
by customers, been subscribed to by a
substantial majority of residential
customers; (3) are being deployed in
public telecommunications networks by
telecommunications carriers; and (4) are
consistent with the public interest,
convenience and necessity.

69. The proposed definition is based
on whether facilities would need to be
deployed to provide the supported
services to distinguish unserved areas
from areas in which a large percentage
of the population does not subscribe to
available services. This definition is
intended to help further our statutory
mandate to promote the availability of
services supported by federal universal
service support mechanisms. We
recognize that this definition may result
in certain areas being deemed unserved,
even though those areas are receiving
some level of service that includes less
than all of the services designated for
support by the universal service support
mechanisms. We also recognize that this
definition may result in the existence of
relatively small unserved areas within
larger areas that are currently receiving
service. We seek comment on whether
this definition will enable us to
appropriately target our efforts to those
areas that do not receive all of the
services supported by federal universal
service support mechanisms.

70. We emphasize, however, that
determining whether a particular area
meets the definition of unserved area is
only the beginning of the analysis under
section 214(e)(3). To obtain relief

pursuant to section 214(e)(3), each of
the steps discussed must be followed.
We seek comment on this analysis and
we invite commenters to propose
alternative definitions.

B. Determining When a Community Is
Unserved

71. The language ““or any portion
thereof” in section 214(e)(3) suggests
that we are not meant to impose
minimum size requirements on the
number of potential subscribers needed
to invoke the authority of section
214(e)(3). We seek comment on whether
the language should be interpreted
differently or suggests a particular
definition.

C. Determining When No Common
Carrier Will Provide Service

72. By its terms, the relief afforded in
section 214(e)(3) is not triggered until a
determination is made that ‘“‘no common
carrier will provide” the services
supported by the federal universal
service support mechanisms. Therefore,
we seek comment on the meaning of the
phrase ‘“no common carrier will
provide” the supported services.

73. As an initial matter, section
214(e)(3) does not specify whether the
request for service must be received
from members of the unserved
community or whether state, local, or
tribal authorities must make an official
request for service from the carrier on
behalf of the unserved members of the
community. We tentatively conclude
that limitations on who may issue the
request are not warranted by the terms
of the statute or the goals it seeks to
achieve. We seek comment on this
tentative conclusion.

74. We tentatively conclude that the
language ‘“‘no common carrier will
provide” the services supported by the
federal universal service support
mechanisms means something more
than no common carrier is actually
providing the supported services. We
seek comment on how we can
determine that no common carrier is
willing to provide the supported
services. We seek comment on which
common carriers must be asked in order
to reach the conclusion that no common
carrier will provide the service. We seek
comment on how a satellite services
provider should be treated for this issue,
given that they can potentially provide
service to these unserved areas. We also
seek comment on whether the reasons
for the common carrier’s refusal to
provide service are relevant to a
determination that the area is unserved.
For example, what if the refusal to
provide service is based on the poor
credit histories of the individuals

requesting service or an existing
overdue debt? Given the extremely low
annual incomes, on average, on tribal
lands, it seems possible that inadequate
credit histories of the potential
customers may cause a carrier to be
unwilling to provide service.

D. Identifying Carrier or Carriers Best
Able To Serve Unserved Areas

75. Section 214(e)(3) authorizes the
Commission, with respect to interstate
service or an areas served by a carrier
to which section 214(e)(6) applies, and
state commissions, with respect to
intrastate service, to determine which
carrier or carriers are best able to
provide service to the requesting,
unserved community and order that
carrier or carriers to provide service. We
seek comment on the relative roles that
the Commission and the states should
play in determining which carriers are
best able to provide the supported
services in unserved areas, including
any coordination that should occur in
making this determination.

76. We seek comment on whether the
Commission is authorized to and
whether it should establish national
guidelines by which states may or must
make this determination, when they
have jurisdiction to do so. We recognize
that the selection of the carrier to serve
some unserved areas pursuant to section
214(e)(3) of the Act is to be made by
state commissions. We seek comment
on whether a consistent, national
approach is necessary to further the
universal service goals of the Act or to
provide certainty to carriers regarding
the possible application of this
important provision. We seek comment
on whether, in situations where the
state has jurisdiction to designate
eligible telecommunications carriers, all
aspects of this decision should be left to
the states because states have more
familiarity with the areas in question.
We also seek comment on the role of
tribal authorities with respect to the
Commission’s determination of the
carrier or carriers best able to serve
unserved, tribal lands. We also seek
comment to determine whether the
Commission’s obligation to identify and
order a carrier to provide service in
tribal lands should be affected by the
interests of the tribal authorities.

77. One approach for making a
determination pursuant to section
214(e)(3) would be to conduct a fact-
intensive inquiry, polling common
carriers serving nearby or surrounding
areas to determine where existing
facilities are deployed, to estimate the
costs for each carrier to provide the
supported services, and to consider
other possible factors that may be
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relevant to the conclusion that a carrier
is ““best able.” We tentatively conclude,
however, that our preferred approach
would be to adopt a competitive bidding
mechanism for identifying the carrier or
carriers best able to provide service in
unserved areas for which the
Commission has authority to order
carriers to provide service. We seek
comment on the use of a competitive
bidding mechanism. We seek comment
on whether it is within our authority to
require states to adopt a competitive
bidding mechanism to determine which
carrier or carriers will be ordered to
provide intrastate service in unserved
areas to which section 214(e)(6) does
not apply.

78. If the competitive bidding
mechanism does not give rise to a
carrier willing and able to provide the
supported services in the unserved area
at a reasonable cost, we seek comment
on whether the Commission should
then initiate an inquiry to determine the
carrier or carriers best-able to provide
service to the area. We seek comment on
whether the following factors would be
relevant in making that determination:
(1) Whether the area falls within the
designated service area of an existing
carrier; (2) the extent to which a carrier
has deployed facilities capable of
providing supported services in the
surrounding area; (3) the cost for that
carrier to build facilities capable of
providing the supported services; (4) the
quality of services that would be
provided; (5) the financial strength of
the carrier; (6) the proportionate impact
serving the area would have on the
number of lines and the geographic area
served by the carrier; (7) the amount of
time required for the carrier to deploy
facilities; and (8) a carrier’s status as
either an incumbent LEC or a
competitive eligible
telecommunications carrier. We seek
comment on any other factors that may
be relevant. We also seek comment on
whether our inquiry must be limited to
incumbent LECs and competitive
eligible telecommunications carriers or
whether we may also include other
competitive LECs, interexchange
carriers, terrestrial wireless or satellite
service providers, or providers of cable
or electric services that would be
capable of providing the supported
services to the unserved area. We seek
comment on whether to exclude certain
carriers from consideration, for
example, carriers that are considered
small entities for purposes of the
Regulatory Flexibility Act. Finally, we
seek comment on whether the
preferences of the unserved community
for a particular carrier or technology

should be considered in making a
determination of which carrier is best
able to provide service to the area.

1. Competitive Bidding Proposal

79. We tentatively conclude that we
should adopt a competitive bidding
mechanism to identify the carrier or
carriers best able to provide the
supported services in unserved tribal
lands and to set the level of support
provided for serving the area. We are
hopeful that we may be able to design
a competitive bidding mechanism that
will generate public awareness of the
needs of a particular area for service and
elicit proposals from one or more
carriers that could be compared before
determining which carrier or carriers
should be designated as an eligible
telecommunications carrier for the area.
We seek comment on this proposal.

80. We seek comment on whether the
possibility that a carrier will be ordered
to provide service pursuant to section
214(e)(3) will provide incentives for
carriers to participate in the competitive
bidding mechanism in order to be able
to set the terms on which they will
provide service. We seek comment on
whether the competitive bidding
mechanism could bring unserved areas
to the attention of carriers previously
unaware of the need for
telecommunications services in those
areas and thus identify carriers that
would be willing to provide service to
the area for a support amount equal to
or lower than the amount that would be
provided under existing federal
universal service support mechanisms.
In addition, we seek comment on
possible negative incentives and
distortions that may be created by using
a competitive bidding mechanism. For
example, we seek comment on whether
a competitive bidding approach will
likely lead carriers to provide the
lowest-cost, lowest-quality service that
meets the definition of supported
services, unfairly depriving residents of
higher quality or advanced services.

81. We also seek comment on whether
the Commission should conduct a trial
to determine whether a competitive
bidding mechanism is the most efficient
means of identifying the carrier or
carriers best able to provide the
supported services in unserved areas.
We seek comment on how large a
service area would be appropriate for
such a trial. We seek comment on
whether the Commission should solicit
volunteers from Indian tribes that
currently have large unserved areas.

(a) Participants. 82. We seek comment
on the possible participants in a
competitive bidding proceeding. Section
214(e)(3) states that any carrier ordered

to provide service pursuant to this
section shall meet the requirements
necessary and be designated an eligible
telecommunications carrier for the
unserved area. We seek comment on
whether a carrier must first be
designated an eligible
telecommunications carrier for the area
prior to participating in the competitive
bidding mechanism. We seek comment
on whether any carrier that can
demonstrate that it can meet the
requirements of section 214(e)(1) may
participate in the competitive bidding
mechanism. We seek comment on what
kind of showing is necessary to
demonstrate that a carrier can meet the
requirements of section 214(e)(1). We
seek comment on whether terrestrial
wireless or satellite providers will be
able to participate in the competitive
bidding mechanism. We also seek
comment on the number of bidders we
should anticipate for auctions in the
universal service context, and the extent
to which we should consider that
number in deciding the type of auction
that should be used, as discussed.

(b) Number of Winners. 83. We seek
comment on whether the characteristics
of the unserved tribal lands may be such
that it is not economically practical to
support more than one provider to serve
unserved, tribal lands. To the extent that
supporting a single provider is more
economical, permitting multiple
providers to receive federal universal
service support may not be in the public
interest. In addition, if all carriers were
entitled to receive support at the level
determined in the competitive bidding
auctions, bidders would have no
incentive to bid below the opening
level; that is, competitive bidding would
not reveal the minimum amount of
support necessary to provide service to
the area. For these reasons, we propose
that qualified eligible
telecommunications carriers bid to
secure an exclusive right to receive
universal service support for serving the
unserved tribal area. That is, the
winning bidder would be the only
carrier designated as an eligible
telecommunications carrier for
providing the supported services to the
unserved, tribal lands subject to
competitive bidding.

84. We seek comment on whether the
Commission has the authority to and
whether we should try to attract carriers
by agreeing to designate only one carrier
to serve the unserved tribal land or
permitting only one carrier to receive
federal universal service support for
serving the area. We seek comment on
whether a decision to limit support to
a single carrier is consistent with the
universal service provisions and pro-
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competitive goals of the Act. We observe
that, in the case of an area served by a
rural carrier, the Commission “may”’
designate more than one eligible
telecommunications carrier but must
make a specific showing that an
additional eligible telecommunications
carrier would serve the public interest.
With respect to all other carriers, the
Commission ‘““shall’’ designate more
than one common carrier as an eligible
telecommunications carrier. We seek
comment on whether these provisions
apply with respect to an unserved area.
We seek comment on whether the
statutory language that the Commission
“shall determine which carrier or
carriers are best able to provide such
service” indicates that the Commission
may determine that a single carrier shall
be designated. Finally, we seek
comment concerning the ability of
bidders to accurately estimate the
possible future challenges from other
carriers for the more profitable
customers in the previously unserved,
tribal lands.

85. As an alternative to a single
winner, we consider the possibility of
supporting two or more winning
bidders. We generally believe that
customers benefit most when multiple
providers are available, because
competition leads to lower prices and
provides an alternative where service
quality is unsatisfactory. Supporting
two winning bidders means that a
second carrier would be able to compete
vigorously with the lowest bidder. We
seek comment on whether to use the
competitive bidding mechanism to
identify a level of support which would
be provided for serving the area and to
allow any carrier with a bid within a
specific range of the winning bidder,
who also satisfies the requirements of
section 214(e)(1) of the Act, to receive
that level of support for providing
service to the area. We seek comment on
whether the possibility of having
multiple carriers receive support for
these previously unserved areas would
substantially diminish or even eliminate
any incentives carrier might have to
participate in competitive bidding. We
seek comment on whether providing
support sufficient to allow competing
carriers to build the necessary
infrastructure would generate customer
benefits over the long-term that would
offset the additional cost associated
with supporting two carriers. In making
this determination, we must consider
the duration of the service term and the
rate of change in network technology.
For example, if technological change
were so rapid that both the new entrant
and incumbent carrier would need to

install and recover the cost of new
facilities for each contract term, the
benefits of creating competing carriers
would be significantly reduced. We seek
comment on these issues.

(c) Term of Exclusivity Period. 86. If
the Commission determines that a
bidder should win the exclusive right to
federal universal service support, we
would seek to establish an exclusivity
period that is of an adequate length to
provide incentives for carriers to deploy
facilities yet does not result in
unnecessary support being provided.
We seek comment on the appropriate
duration of any exclusivity period. After
the exclusivity period has ended, we
could choose to re-auction the service
obligation and consider multiple
providers if the costs of providing
service decreased or market conditions
improved so that multiple providers
became practical. we anticipate that the
length of the exclusivity period will
affect the bids for monthly support
levels. In addition, the length of the
exclusivity period will affect the average
administrative and transaction costs for
conducting the auction. Granting
exclusivity periods that are too short
could be harmful because the winning
carrier is likely to need time to establish
its network, and to amortize its
investments. In addition, more frequent
auctions entail increased administrative
costs. Granting periods that are too long,
however, also could be harmful.
Technological advances over time can
create more efficient means of providing
communications, which would enable
firms to offer service at a lower cost. To
the extent that the winning bidder is
shielded from competition during the
exclusivity period, the benefits of
adopting a more efficient technology
will accrue to the carrier, rather than the
customer. In addition, with longer
contract terms, the carriers’ prediction
of their costs at later stages in the
contract becomes more speculative,
which could translate into higher bids
in the auction. We seek comment on
this analysis and the appropriate length
of the exclusivity period. We suggest
that commenters review the competitive
bidding proposals and mechanisms
summarized that may assist in
determining the length of the
exclusivity requirement.

(d) Bidding Process. 87. We seek
comment on whether to use a single-
round, sealed bid process or a
descending, multi-round auction. Each
bidder would submit an amount of
support necessary per line given our
universal service technical
specifications. We observe that the
Commission has successfully
implemented multi-round auctions in

other contexts. We seek comment on
whether a descending multi-round
bidding system would be preferable to
a single-round sealed bid auction.

88. We also seek comment on how to
establish the reservation price—the
highest bid that would qualify for
support—for the competitive bidding
mechanism. One option would be to use
the new high-cost mechanism to
estimate the amount of support that
would be available for providing the
supported services in the unserved,
tribal area and set that as the reservation
price. We seek comment on what
incentives carriers would have, if any,
to bid an amount lower than the
reservation price determined by the
model. Alternatively, we seek comment
on whether we should set a reservation
price that is some percentage above the
support amount determined under the
new high-cost mechanisms. We seek
comment on whether a rational
percentage can be identified. We also
seek comment on whether of conduct an
auction without establishing a particular
reservation price or specifically
identifying the amount that would be
provided under the new high-cost
mechanism in an effort to determine the
amount of support each carrier believes
is necessary. We seek comment on
whether, if we were to proceed in this
manner, the Commission should reserve
the right to conclude that the
competitive bidding mechanism was not
successful and to proceed to the fact-
based inquiry.

(e) Support Amount. 89. A well-
designed auction should provide
incentives for carriers to disclose the
minimum amount of support they
require, even though this information
may be competitively sensitive. We seek
comment on how to provide incentives
for carriers to reveal the minimum
amount of support necessary to provide
service to the unserved area. We seek
comment on whether we should employ
a “‘Second Price” or “Vickrey” auction,
in which the successful bidder gets
support at the level of the lowest bid
made by a non-successful bidder. In
theory, this style of auction appears to
induce bidders to reveal their actual
costs and would thereby generate the
same total support requirements as a
first price, sealed bid auction. Another
factor relevant in setting the support
level is whether the federal support
provided constitutes the entire amount
of subsidy available to the carrier. We
tentatively conclude that we would
need to establish that the competitive
bidding mechanism for unserved areas
would be used to determine the entire
amount of support to be divided and the
relevant share of support would be
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allocated to the federal and state
authorities, in whatever proportion is
established for the high-cost support
mechanism in general. We seek
comment on this analysis.

(f) Obligations Assumed by Winning
Bidder. 90. We tentatively conclude
that, pursuant to section 214(e), a
successful bidder must provide the
services supported by the universal
service support mechanisms to all
customers requesting service in the
designated area and advertise the
availability of such service throughout
the service area. We seek comment on
this tentative conclusion.

2. Other Proposals and Examples of
Competitive Bidding

91. A number of parties submitted
competitive bidding proposals in the
universal service docket, the most
detailed of which were submitted by
GTE, consultants to Ameritech, and
Frank Kelly and Richard Steinberg of
Cambridge University, Great Britain.
These proposals were designed to
determine the carrier or carriers entitled
to receive universal service support and
the level of support to be provided. In
addition, other government agencies
have used competitive bidding systems
that may have features relevant to the
market at issue here. We seek comment
on these other competitive bidding
proposals, because aspects of these
proposals may be preferable to the

competitive bidding approach proposed.

E. Ordering Carriers To Provide Service

92. We seek comment on the
ramifications of ordering a carrier to
provide service in an unserved area. We
tentatively conclude that this
requirement entails an obligation to
deploy the facilities necessary to
provide the services supported by
federal universal service support
mechanisms, to offer the services to all
customers requesting service in the
designated area, and to advertise the
availability of such service throughout
the service area. These requirements are
consistent with the language in section
214(e)(3) of the Act, stating that the
carrier ordered to provide service shall
meet the requirements of section
214(e)(1) of the Act. We seek comment
on this tentative conclusion.

93. We also seek comment whether
additional measures may be necessary
to ensure that the carrier ordered to
provide service is able to earn an
appropriate return on its investment.
For example, a carrier may deploy
facilities, advertise the availability of
services and offer service to all
customers and yet an inadequate
number of customers may subscribe to

the service, rendering the operation
unprofitable. This result may occur due
to faulty estimations by the carrier, but
it may also be the result of
unpredictable demand. Similarly, it is
possible that carriers may provide
services to all requesting customers, yet
the customers might default on their
bills. If the carrier is ordered to provide
service, to what extent must it retain
customers who cannot pay overdue
debts or with poor credit records? How
will the carrier recover its investment
on the facilities deployed to provide
service to subscribers who do not pay
their bills? We seek comment on these
issues, including the appropriate role
for the Commission and state
commissions to play in addressing these
issues.

V1. Underserved Areas

94. In this section of the Further
Notice, the Commission considers
whether additional support for low-
income consumers is necessary to
promote subscribership in unserved and
underserved areas, including tribal and
insular areas.

A. Defining ““‘Underserved Area”

95. In the Thirteenth Order on
Reconsideration, the Commission
observed that there may be inadequately
served areas that are characterized by
extremely low penetration, low
population density, and high costs. We
seek comment on the need for the
Commission to establish a definition of
“underserved area” that would be used
in targeting supplemental universal
service support to those areas. For
example, a community may be
considered underserved if the
penetration rate of the community is
significantly below the national average.
In addition to the number of supported
services available, and the percentage of
the population receiving those
supported services, there may be other
identifying characteristics that describe
an underserved area. We seek comment
on an appropriate definition for
underserved area. For example, we
could define underserved area as a
geographic area that meets certain
statistical benchmarks, i.e., a
penetration rate below a certain
percentage, a population density below
a certain level, costs of providing
supported services above a certain level,
etc. We also seek comment on whether
there is sufficient, readily available
statistical data to make such a
definitional approach viable.

B. Expanding LinkUp to Include
Facilities-Based Charges

96. We seek comment on whether
increasing federal support to offset
initial connection charges may be
necessary to increase the success of our
universal service support mechanisms
in underserved areas, including insular
and tribal lands. In the proceeding
leading up to the Second Recommended
Decision, the Arizona Corporation
Commission (Arizona Commission)
submitted a proposal to use a portion of
federal support to address the problem
of unserved areas and the inability of
low-income residents to obtain
telecommunications service because
they cannot afford to pay the required
line extension or construction costs. The
Arizona Commission’s proposal was not
intended to be a comprehensive
alternative to the high-cost fund
distribution model, but rather to address
a discrete concern related to low-income
residents in remote areas. We seek
comment on the Arizona Commission’s
proposal and the extent to which the
problem identified by the Arizona
Commission is widespread. In
particular, we seek further data on the
cost of line extensions in rural areas and
regarding the number of residents that
are deprived of telecommunications
services because of high line extension
or construction costs and areas in which
this problem is acute.

97. The Joint Board recognized that
investments in line extensions
historically have been an issue
addressed by the states through
intrastate proceedings that establish
reasonable rates for line extension
agreements and encourage carriers to
minimize unserved regions of the states.
The Joint Board suggested that these
issues should continue to be dealt with
by states, to the extent that the states are
able to do so. We note that regulators
generally require carriers to use rate
averaging to reduce the rates for their
highest-cost customers in rural and
insular areas, but those regulators often
still permit carriers to charge
particularly isolated customers a
supplementary ““initial connection”
charge for installing a new line.
Moreover, while regulators also
generally require carriers to amortize the
cost of installing new lines, if there is
a reasonable chance that those lines will
not be used over their full life-span,
regulators often permit carriers to charge
most, if not all, of the initial connection
charge up front. These charges can be
prohibitive. We seek comment on
whether states have the ability to
address this problem, or, in the
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alternative, whether federal assistance,
in some instances, may be necessary.

98. We seek comment on what role
the Commission might play in trying to
alleviate this problem. We seek
comment on whether we might provide
additional support through the LinkUp
America program—which provides
federal support to reduce the price of
initial connection charges—at least for
locations with significantly lower than
average telecommunications penetration
rates, e.g., below 75 percent.
Commenters supporting such an
approach should also explain whether
support would be provided as a one-
time payment or over a number of years.
We also seek comment on what we
might do to encourage carriers to offer
installment loans for such extensions
over a practical time frame. We seek
comment on these and any other
alternatives that might be more effective
ways of addressing this problem. For
example, we seek comment on whether
the provision of telecommunication
service to remote areas using terrestrial
wireless or satellite technologies might
allow service at lower cost compared to
the cost of line extension or
construction of wireline facilities.
Commenters offering proposals should
also explain how their proposals would
avoid encouraging uneconomic
investments in relatively high-cost
technologies.

C. Support for Intrastate Toll Calling

99. We seek comment on the extent to
which limited local calling areas impose
a barrier to increased penetration in
certain underserved areas. For example,
the local calling area for the Jemez
Pueblo in New Mexico includes only
about half a dozen other towns. It does
not include any other Pueblos or
hospitals nor the cities of Albuquerque
or Santa Fe, where most residents work.
Similarly, the calling area for the Picuris
Pueblo does not even include 911 calls.
To the extent that limited local calling
areas impose a barrier to increased
penetration, we seek comment on how
to remove this barrier. For example,
expanding the local calling area to
include the unserved or underserved
area and the nearest metropolitan area
or community of interest may entice
more consumers to request service.
Expanding local calling areas, however,
would likely cause upward pressure on
local rates. We seek comment on how
expanded local calling areas would
impact local rates, including rates for
consumers living in communities
outside of tribal lands. We seek
comment on what role, if any, the
Commission is authorized to and should

play in seeking to address impediments
caused by limited local calling areas.

100. We seek comment on whether
federal universal service support
mechanisms should provide additional
support for low-income consumers
living in remote areas or low-income
consumers living on tribal lands. For
example, the Commission could provide
support for calls outside of the local
calling area that fall within specified
federally-designated support areas.
Similarly, federal universal service
support could be provided to pay for a
foreign exchange (FX) line service from
the remote or tribal area to the nearest
metropolitan area or community of
interest. We seek comment on whether
such proposals would eliminate
incentives for states to ensure affordable
local rates. We also seek comment on
whether the provision of service by
terrestrial wireless or satellite providers
would alleviate any problems associated
with limited local calling areas.

D. Expanded Availability of Toll
Limitation Devices

101. Many households may forgo
telecommunications service because of
past or anticipated future problems with
high telephone bills. The general
prevalence of this bill management
problem was documented in a GTE-
Pacific Bell commissioned survey done
in 1993 by the Field Research Corp. for
the California PUC. The Commission
sought to address the problem, however,
by requiring carriers offering low-
income subscribers “‘Lifeline” service,
to permit those subscribers to secure a
“toll limitation” service—either toll
blocking or toll control. We believe that
our actions in this regard should
alleviate this bill management problem.
We seek comment on whether expanded
options for toll-control or toll-blocking
would make telecommunications
service more desirable in unserved and
underserved areas, including tribal
lands. We ask that commenters identify
any specific toll-control or toll-blocking
features that would be useful, including,
for example, the ability to require the
use of a Personal Identification Number
(PIN) in order to restrict access to toll
calls. We also recognize that the benefits
of these options are minimal if
consumers are not aware of them. We
seek comment on what additional
measures, if any, the Commission
should undertake to ensure consumers
are educated about the availability of
toll-limitation devices.

E. Publicizing Availability of Low-
Income Support

102. We observe that customers may
fail to subscribe to telecommunications

service because they are unaware of the
Commission’s Lifeline and LinkUp
programs, which are intended to make
service more affordable, and the
availability of toll-control and toll-
blocking, which are intended to help
low-income consumers control the
amount of their monthly bills. Although
the Commission’s Lifeline and LinkUp
programs have been providing universal
service support to eligible customers for
more than a decade, we are concerned
that carriers may have failed to
publicize the programs in some areas,
particularly on Indian reservations.
Unfortunately, it appears that in markets
where carriers find it unprofitable to
provide service, they have no particular
incentive to publicize the availability of
Lifeline and LinkUp. Thus, the
Commission found that none of the
representatives of the pueblos testifying
in the January, 1999 Albuquerque field
hearings were aware of the Lifeline and
LinkUp programs. Furthermore, despite
the 60-percent unemployment rate in
the Cheyenne River Sioux Telephone
Authority area, only about 10-percent of
the subscribers there receive Lifeline
service.

103. We seek comment on whether
the Commission should play a role in
ensuring the spread of information on
tribal lands, or in other low-income,
underserved areas, about the availability
of low-income support that may make
telecommunications service affordable.
We recognize that carriers already have
an incentive to convince potential
customers of the value of their service—
assuming the customers will be
profitable to serve. We are concerned
about those consumers whom carriers
may consider unprofitable to serve. We
tentatively conclude that a lack of
information may contribute to the
significantly low penetration rates on
tribal lands.

104. We seek comment on what
options the Commission may have to
promote awareness of low-income
support mechanisms on tribal lands.
Section 214(e)(1)(B) of the Act requires
an eligible telecommunications carrier
to “‘advertise the availability of”’ the
services supported by federal universal
service support mechanisms “‘and the
charges therefor using media of general
distribution.” We seek comment on the
possibility of amending our current
universal service rules to require
carriers to publicize the availability of
Lifeline and LinkUp and toll-limitation
options. For example, we could revise
section 54.405 of our rules by adding
the following italicized language:

All telecommunications carriers shall (a)
make available Lifeline service, as defined in
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§54.401, to qualifying low-income
consumers, and (b) publicize the availability
of Lifeline service in a manner reasonably
designed to reach those likely to qualify for
the services.

105. We seek comment on the costs
and benefits of requiring carriers to
publicize the availability of Lifeline,
LinkUp and toll-control devices.
Alternatively, the Commission could
encourage and participate in other
marketing and information
dissemination efforts, such as preparing
consumer information fact-sheets that
would be distributed in local
communities. We seek comment on
whether there is, or should be, some
entity that would collect and verify the
accuracy of data on Lifeline rates for
each reservation, the eligibility
standards for Lifeline in the relevant
state, and how individuals who desired
Lifeline service could confirm their
eligibility and how they could sign up
for service. We also seek comment on
the best ways to disseminate this
information to the relevant audience of
potential Lifeline subscribers. We seek
comment on any research or other data
that indicates the most effective way of
marketing to this population, whether
via broadcast, print, wireline, or other
media; whether separately or in
combination with the marketing efforts
of other social programs seeking to
reach this audience; and whether on a
federal, state or tribal level. Commenters
aware of a particularly effective program
are requested to provide us with
sufficient information to enable us to
contact that program administrator.

F. Support for Rural Health Care
Infrastructure

106. We seek comment on the
technical limitations of the
telecommunications services available
to rural health care providers
throughout the United States, including
Alaska and insular areas. We ask
commenters to provide as much detail
as possible regarding the extensions or
improvements needed in areas lacking
adequate infrastructure. We ask that
commenters identify the most urgent
needs, such as those that would address
threats to the health and safety of
residents. We particularly encourage
providers of fixed satellite services, geo-
stationary satellites, and emerging
technologies, to describe the capability
of these technologies to serve Alaska
and insular areas, and ask these
providers to estimate the costs, provide
a timetable for deploying particular
technologies, and provide information
regarding the capability of different
technologies to support telehealth and
telemedicine applications. We ask

providers of other technologies, such as
fixed wireless technology, to describe
whether these technologies could
effectively supplement the apparently
inadequate infrastructure in the rural
areas of Alaska, insular areas, and the
mainland United States.

107. We seek comment on whether
and to what extent improvements to the
telecommunications network required
to meet the telecommunications needs
of rural health care providers should be
supported by federal universal service
mechanisms and whether other
mechanisms exist that would provide
support for improving infrastructure.
We ask parties to submit detailed
descriptions of any programs supporting
infrastructure development that would
assist rural health care providers. We
specifically ask the sponsors of
programs cited in the State Health Care
Report and other commenters familiar
with these programs to detail their
scope, identify any needs that are unmet
by existing programs, and explain why.

108. We invite commenters to submit
specific proposals that they have
already prepared for expanding the
federal universal service support for
rural health care providers to include
infrastructure improvement costs of
telecommunications carriers. Any
commenter submitting a proposal
should analyze the extent to which the
proposal is competitively neutral,
technically feasible, and economically
reasonable, as required pursuant to
section 254(h)(2). Commenters should
also file detailed cost information for
any proposal submitted. We recognize
that some improvements to the
telecommunications network made to
provide service to rural health care
providers may also be used to provide
commercial services. We seek comment
on whether and to what extent we
should take account of such additional
revenue sources in the event that
support is provided to extend or
improve telecommunications networks.

VII. Insular Areas

A. Defining “Insular Area”

109. In articulating the principle that
consumers in all regions of the nation
should have access to
telecommunications services, Congress
explicitly included insular areas within
this mandate. As the Joint Board noted
in the Recommended Decision,
however, the Act does not define the
phrase insular areas. We tentatively
conclude that we should adopt a
definition of insular areas to provide
clarity regarding the availability of
universal service support in those areas.

110. We observe that, in other
statutes, the term insular area generally
refers to the island portions of the
United States that are not states or
portions of states. In addition, we
observe that in common usage, the term
insular area means ‘““of, or having the
form of an island.” Accordingly, we
propose the following definition of
insular areas: “islands that are
territories or commonwealths of the
United States.” By including the phrase
“territories or commonwealths,” we
intend to restrict the definition to areas
that are populated islands that have a
local government. We also observe that
the proposed definition comports with
publications of the Department of
Interior’s Office of Insular Affairs (OIA)
and various provisions of the United
States Code. We seek comment on this
proposal.

111. We seek comment on whether
the definition of insular areas should
include only those areas that are subject
to the laws of the United States, and for
which carriers serving those areas
would be required to contribute to our
universal service support mechanisms,
and, if so, we seek comment on whether
the proposed definition satisfies this
goal. We seek comment on whether the
definition of insular areas should
exclude sovereign states that are not
subject to the laws of the United States
nor eligible to receive universal service
support under the Act, unpopulated
islands, and insular areas subject to the
jurisdiction of, and receiving
telecommunications service from, the
United States military. We tentatively
conclude that Puerto Rico, American
Samoa, CNMI, Guam, and the U.S.
Virgin Islands are properly included in
the definition of insular areas and seek
comment on this tentative conclusion.

112. We seek comment on whether
the Freely Associated States (FAS),
including the Republic of the Marshall
Islands, the Federated States of
Micronesia, and the Republic of Palau,
should be included in the definition of
insular areas. These islands are
associated with the United States
through the terms of a Compact of Free
Association, which gives the
Commission authority and jurisdiction
over various telecommunications
services in the FAS, but carriers are not
subject to universal service contribution
requirements for the services they
provide on these islands. We also
observe that Midway Atoll is being
transferred from the jurisdiction of the
United States Navy to the U.S. Fish &
Wildlife Service of the Department of
Interior and has a population of 450
persons. We seek comment on whether
Midway Atoll should be included in the
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definition of insular areas. We invite
commenters to provide alternative
definitions of “insular areas’” and to
describe which areas would and would
not be included with any alternative
definition.

113. We seek comment on whether
similarities between the historical
experience of Indians and persons living
in insular areas warrant the extension of
federal trust-type principles, including
supplemental measures to promote the
availability of universal service, to
insular areas.

B. Rural Health Care Support

114. Parties have already submitted
information to us demonstrating that
insular areas may have few hospitals
and substantial undeveloped terrain and
that travel between insular areas and
more developed states or countries
nearest to them may be very expensive.
For these reasons, we anticipate that
telehealth and telemedicine initiatives
may be particularly important in insular
areas. We encourage interested parties
to highlight previous comments they
have made on this issue or present any
relevant new information to us. We are
particularly interested in the differences
between the needs and opportunities of
rural health care providers in insular
areas and those located in the remainder
of the United States.

115. Urban Rates. In the First Report
and Order, the Commission adopted
rules requiring carriers to provide rural
health care providers with access to
telecommunications services permitting
speeds up to 1 Mbps at rates comparable
to those offered in urban areas.
Consistent with the statute, the
Commission’s rules for rural health care
providers calculate support amounts on
the basis of the difference between the
“urban rate”” and the *‘rural rate” for the
supported service. The urban rate is
determined with reference to the rates
charged other commercial customers of
a similar service in the nearest large city
in the state. The nearest large city is
defined as having a population of at
least 50,000 people.

116. In the First Report and Order, the
Commission found that the mechanism
of using urban rates as a benchmark for
reasonable rates may be ill-suited to
certain insular areas that are relatively
rural all over. The Commission
concluded that it required additional
information about whether
telecommunications rates differ in
urban and non-urban areas or insular
areas, including areas of the Pacific
Islands and the U.S. Virgin Islands.
Accordingly, we seek comment on
whether the rules concerning
calculation of rural health care support

need modifications to address the
geographic or demographic situation in
insular areas. We invite commenters to
propose specific revisions in this regard.

117. Nearest Large City. Consistent
with the statute, the Commission’s rules
for providing universal service support
to rural health care providers limit the
length of the supported service to the
distance between the health care
provider and the point farthest from that
provider on the jurisdictional boundary
of the nearest large city in the state. The
Governor of Guam proposed that we
modify this rule to provide support for
telecommunications services between
an insular area’s medical facilities and
a supporting medical center in an urban
area outside the insular area, such as in
Hawaii or on the west coast of the
continental United States. We seek
comment on this proposal. We
encourage commenters supporting this
proposal to present detailed estimates of
the cost of such a proposal and steps
that must be taken to implement it.
Commenters favoring this proposal
should also provide legal analysis
explaining whether it would be
consistent with section 254 to treat
insular areas differently from the
remainder of the United States, where
support is only provided based on
intrastate distances, as section
254(h)(1)(A) appears to require.

118. Finally, we seek comment on
whether health care providers and
telecommunications carriers that serve
insular areas face unique challenges that
have not been documented previously
in the record of this proceeding, and, if
so, how we should tailor additional
support mechanisms to address those
problems, consistent with the statute.
We encourage commenters to present
proposals for additional support
mechanisms through which rural health
care providers located in insular areas
could have access to the
telecommunications services available
in urban areas of the nation at affordable
rates.

C. Access to Toll-Free Services in
Insular Areas

119. Because of their traditional
treatment as international destinations,
the Pacific Island areas have faced high
rates for interexchange service and have
had limited ability to obtain access to
toll-free and advanced services. Calls
between these insular areas and the
remainder of the United States also
required callers to use the *011”
international access code. Recent
changes have begun to address these
problems. Specifically, the 1996 Act
requires that insular areas become
subject to rate integration and averaging,

which means that interexchange carriers
are required to offer domestic interstate
service using a uniform rate structure
throughout the United States. In
addition, many insular areas have been
integrated into the North American
Numbering Plan (NANP). In the First
Report and Order, the Commission
permitted residents of CNMI and Guam
to access toll-free (e.g., 800) services by
using 880 and 881 codes and paying the
cost of reaching Hawaii where the calls
could be connected thereafter toll-free to
the called party until July 1, 1998, and
that date was subsequently extended
indefinitely.

120. In the First Report and Order, the
Commission determined that ‘‘these
changes will have a significant impact
on how residents of the[se] islands place
interexchange calls and the rates that
they, and toll-free access customers, will
pay for the calls they place.” Based
upon the recommendation of the Joint
Board, the Commission concluded that
it should delay, until after July 1, 1998,
consideration of whether the
Commission should provide additional
support for toll-free access and access to
advanced and information services for
insular areas so that the impact of rate
integration and averaging and
incorporation into the NANP could be
evaluated. We seek comment on
whether rate integration, rate-averaging,
and incorporating insular areas into the
NANP are leading toll-free customers to
include insular areas in their toll-free
calling areas. We seek comment on
whether additional universal service
support is needed to support toll-free
calling from insular areas. We ask
commenters to present any evidence
that the marketplace will not fully solve
this problem.

VIII. Procedural Matters

A. Ex Parte Procedures

121. The Further Notice is a non-
restricted notice and comment
rulemaking proceeding. Ex parte
prese