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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

Agricultural Marketing Service

7 CFR Parts 905 and 944
[Docket No. FV00-905-2 FR]

Oranges, Grapefruit, Tangerines, and
Tangelos Grown in Florida and
Imported Grapefruit; Relaxation of the
Minimum Size Requirements for Red
Seedless Grapefruit

AGENCY: Agricultural Marketing Service,
USDA.
ACTION: Final rule.

SUMMARY: This rule relaxes the
minimum size requirements for red
seedless grapefruit grown in Florida and
for red seedless grapefruit imported into
the United States from size 48 (3%s
inches diameter) to size 56 (3546 inches
diameter). The Citrus Administrative
Committee (Committee), the agency that
locally administers the marketing order
for oranges, grapefruit, tangerines, and
tangelos grown in Florida,
recommended this change for Florida
red seedless grapefruit. The change in
the import regulation is required under
section 8e of the Agricultural Marketing
Agreement Act of 1937. This change
allows handlers and importers to ship
size 56 red seedless grapefruit, and is
expected to maximize grapefruit
shipments to fresh market channels.
EFFECTIVE DATE: November 13, 2000.
FOR FURTHER INFORMATION CONTACT:
Doris Jamieson, Marketing Specialist,
Southeast Marketing Field Office,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, P.O. Box 2276, Winter
Haven, Florida 33883; telephone: (863)
299-4770, Fax: (863) 299-5169; or
George Kelhart, Technical Advisor,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, room 2525-S, P.O. Box
96456, Washington, DC 20090—6456;

telephone: (202) 720-2491, Fax: (202)
720-5698.

Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, P.O. Box 96456, room
2525-S, Washington, DC 20090-6456;
telephone: (202) 720-2491, Fax: (202)
720-5698, or E-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This final
rule is issued under Marketing
Agreement No. 84 and Marketing Order
No. 905, both as amended (7 CFR part
905), regulating the handling of oranges,
grapefruit, tangerines, and tangelos
grown in Florida, hereinafter referred to
as the “order.” The marketing
agreement and order are effective under
the Agricultural Marketing Agreement
Act of 1937, as amended (7 U.S.C. 601—
674), hereinafter referred to as the
“Act.”

This rule also is issued under section
8e of the Act, which provides that
whenever certain specified
commodities, including grapefruit, are
regulated under a Federal marketing
order, imports of these commodities
into the United States are prohibited
unless they meet the same or
comparable grade, size, quality, or
maturity requirements as those in effect
for the domestically produced
commodities.

The Department of Agriculture
(Department) is issuing this rule in
conformance with Executive Order
12866.

This final rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. This rule is not intended
to have retroactive effect. This rule will
not preempt any State or local laws,
regulations, or policies, unless they
present an irreconcilable conflict with
this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c(15)(A) of the Act, any
handler subject to an order may file
with the Secretary a petition stating that
the order, any provision of the order, or
any obligation imposed in connection
with the order is not in accordance with
law and request a modification of the
order or to be exempted therefrom. A
handler is afforded the opportunity for
a hearing on the petition. After the

hearing the Secretary would rule on the
petition. The Act provides that the
district court of the United States in any
district in which the handler is an
inhabitant, or has his or her principal
place of business, has jurisdiction to
review the Secretary’s ruling on the
petition, provided an action is filed not
later than 20 days after the date of the
entry of the ruling.

There are no administrative
procedures which must be exhausted
prior to any judicial challenge to the
provisions of import regulations issued
under section 8e of the Act.

The order for Florida citrus provides
for the establishment of minimum grade
and size requirements with the
concurrence of the Secretary. The
minimum grade and size requirements
are designed to provide fresh markets
with fruit of acceptable quality and size,
thereby maintaining consumer
confidence for fresh Florida citrus. This
contributes to stable marketing
conditions in the interest of growers,
handlers, and consumers, and helps
increase returns to Florida citrus
growers. The current minimum grade
standard for red seedless grapefruit is
U.S. No. 1. The current minimum size
requirement for domestic shipments is
size 56 (at least 3546 inches in diameter)
through November 12, 2000, and size 48
(3%6 inches in diameter), thereafter.
The current minimum size for export
shipments is size 56 throughout the
year.

This final rule relaxes the minimum
size requirement for domestic
shipments from size 48 (3%1e inches in
diameter) to size 56 (3%46 inches in
diameter). Absent this change, the
minimum size reverts to size 48 (3%s
inches in diameter) on November 13,
2000. This change allows handlers and
importers to continue to ship size 56 red
seedless grapefruit, and it is expected to
maximize grapefruit shipments to fresh
market channels. The Committee met on
May 26, 2000, and unanimously
recommended this action.

Section 905.52 of the order, in part,
authorizes the Committee to recommend
minimum grade and size regulations to
the Secretary. Section 905.306 (7 CFR
part 905.306) specifies minimum grade
and size requirements for different
varieties of fresh Florida grapefruit.
Such requirements for domestic
shipments are specified in § 905.306 in
Table I of paragraph (a), and for export



66602

Federal Register/Vol. 65, No. 216/ Tuesday, November 7, 2000/Rules and Regulations

shipments in Table II of paragraph (b).
This rule adjusts Table I to establish a
minimum size of 56 (3546 inches
diameter). Minimum grade and size
requirements for grapefruit imported
into the United States are currently in
effect under § 944.106 (7 CFR part
944.106). This rule also adjusts
§944.106 to establish a minimum size of
56. Export requirements for Florida red
seedless grapefruit are not changed by
this rule.

In the past, the Committee
recommended relaxing the minimum
size for red seedless grapefruit to size 56
in one year intervals. Rather than
continuing to make this
recommendation each year, the
Committee recommended relaxing the
minimum size for red seedless
grapefruit from size 48 (3% inches in
diameter) to size 56 (3%46 inches in
diameter) on a continuous basis. In
making this recommendation, the
Committee recognized that the
reasoning behind past recommendations
to relax the minimum size to size 56
would most probably continue to exist
at least into the foreseeable future.

As in the past, the Committee
considered supply and demand in
making its recommendation. Since the
199495 season, the production of red
seedless grapefruit has been somewhere
between 28.1 and 31.4 million 134
bushel boxes each year. Future
production is expected to be near or
below this range.

The Committee expects fresh market
demand to continue to be sufficient to
permit the shipment of size 56 red
seedless grapefruit. The Committee
believes that domestic markets have
been developed for size 56 fruit and that
the industry should continue to supply
those markets. This size relaxation
enables Florida grapefruit shippers to
continue shipping size 56 red seedless
grapefruit to the domestic market. This
rule is expected to have a beneficial
impact on producers and handlers
because it permits Florida grapefruit
handlers to make available the sizes of
fruit needed to meet consumer needs.
Matching the sizes with consumer needs
is consistent with current and
anticipated demand, and maximizes
shipments to fresh market channels.

For the grapefruit industry, it is
important to maximize shipments to the
fresh market. This is especially true for
red seedless grapefruit because the
returns for processing are negligible.
On-tree returns for processed red
seedless grapefruit averaged $.17 per
1% bushel box from 1994 through 1999.
In many cases, this is below the cost of
production. Comparatively, the average

on-tree return is $3.32 for fresh
shipments during the same period.

For the years 1994 through 1999, fresh
domestic shipments of red seedless
grapefruit averaged 16.7 million %5
bushel cartons per season. Of these
shipments, approximately 2.9 percent
were size 56. The average f.o.b. price for
size 56 red seedless grapefruit was $5.22
during the 1998-99 season. Combining
this price with the average volume of
size 56 calculates an approximate
market value of $2.5 million for size 56
red seedless grapefruit.

During the first 11 weeks of the
season, beginning with the third week
in September, the Committee has been
using a volume regulation to limit the
volume of small red seedless grapefruit
that can enter the fresh market. The
Committee has used this regulation for
the past three seasons, and has
recommended using it again for the
current season. The Committee believes
the percentage size regulation has been
helpful in reducing the negative effects
of having size 56 red seedless grapefruit
available on the domestic market, and
that no other restrictions on size 56 are
needed.

Therefore, based on available
information, the Committee
unanimously recommended that the
minimum size for shipping red seedless
grapefruit to the domestic market
should be size 56. This minimum size
change pertains to the domestic market,
and does not change the minimum size
for export shipments, which will remain
at size 56. The largest market for size 56
red seedless grapefruit is for export.
Additionally, importers will be
favorably affected by this change since
the relaxation of the minimum size
regulation also applies to imported
grapefruit.

Section 8e of the Act provides that
when certain domestically produced
commodities, including grapefruit, are
regulated under a Federal marketing
order, imports of that commodity must
meet the same or comparable grade,
size, quality, and maturity requirements.
Since this rule will relax the minimum
size requirement under the domestic
handling regulations, a corresponding
change to the import regulations must
also be considered.

Minimum grade and size
requirements for grapefruit imported
into the United States are currently in
effect under § 944.106 (7 CFR 944.106).
This rule relaxes the minimum size
requirement for imported red seedless
grapefruit to 3%e inches in diameter
(size 56), to reflect the relaxation being
made under the order for red seedless
grapefruit grown in Florida.

Handlers in Florida shipped
approximately 33,650,000 %5 bushel
cartons of grapefruit to the fresh market
during the 1999-2000 season. Of these
cartons, about 18,463,000 were
exported. In the past three seasons,
domestic shipments of Florida
grapefruit averaged about 16,172,000
cartons. Imports totaled about 456,470
cartons in 1999. Imports account for less
than five percent of domestic grapefruit
shipments.

During the period January 1, 1999,
through December 31, 1999, imports of
grapefruit totaled 19,400,000 pounds
(approximately 456,470 cartons). Recent
yearly data indicate that imports from
May through November are typically
negligible. Future imports should not
vary significantly from the 19,400,000
pounds figure. The Bahamas were the
principal source of imported grapefruit,
accounting for 93 percent of the total.
Israel, Mexico and Turkey supplied
remaining imports. Most imported
grapefruit enters the United States from
November through May.

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this action on small entities.
Accordingly, AMS has prepared this
final regulatory flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 75 grapefruit
handlers who are subject to regulation
under the order, and approximately
11,000 growers of citrus in the regulated
area, and about 25 grapefruit importers.
Small agricultural service firms, which
include grapefruit handlers and
importers, are defined by the Small
Business Administration (13 CFR
121.201) as those having annual receipts
of less than $5,000,000, and small
agricultural producers are defined as
those having annual receipts of less than
$500,000.

Based on the industry and Committee
data for the 1999-2000 season, the
average annual f.o.b. price for fresh
Florida red seedless grapefruit was
around $7.52 per % bushel carton, and
total fresh shipments for the 1999—2000
season are estimated at 25.6 million
cartons of red seedless grapefruit.
Approximately 25 percent of all
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handlers handled 70 percent of Florida
grapefruit shipments. In addition, many
of those handlers ship other citrus fruit
and products which are not included in
Committee data but would contribute
further to handler receipts. Using the
average f.o.b. price, about 69 percent of
grapefruit handlers could be considered
small businesses under SBA’s
definition. The majority of handlers,
importers, and growers may be
classified as small entities.

During the period January 1, 1999,
through December 31, 1999, imports of
grapefruit totaled 19,400,000 pounds
(approximately 456,470 cartons). Recent
yearly data indicate that imports from
May through November are typically
negligible. Future imports should not
vary significantly from the 19,400,000
pounds. The Bahamas were the
principal source of imported grapefruit,
accounting for 93 percent of the total.
Israel, Mexico, and Turkey supplied
remaining imports. Most imported
grapefruit enters the United States from
November through May.

This rule relaxes the minimum size
requirement for domestic shipments of
red seedless grapefruit from size 48
(3946 inches in diameter) to size 56
(3546 inches in diameter). Absent this
rule, the minimum size requirement for
domestic shipments will revert to size
48 on November 13, 2000. The
Committee believes that domestic
markets have been developed for size 56
red seedless grapefruit and that the
industry should continue to supply
those markets. This change allows
handlers and importers to continue to
ship size 56 red seedless grapefruit, and
it is expected to maximize shipments to
fresh market channels. The Committee
unanimously recommended this action.
Section 905.306 specifies the minimum
grade and size requirements for different
varieties of fresh Florida grapefruit.
Authority for this action is provided in
§905.52 of the order.

This action provides for the continued
shipment of size 56 red seedless
grapefruit. This change is not expected
to increase costs associated with the
order requirements, or the grapefruit
import regulation. This rule is expected
to have a positive impact on affected
entities. This rule benefits producers
and handlers by making available those
sizes of fruit needed to meet consumer
needs. This is consistent with current
and anticipated demand, and provides
for the maximization of shipments to
fresh market channels. The
opportunities and benefits of this rule
are expected to be equally available to
all grapefruit handlers, growers, and
importers regardless of their size of
operation.

Section 8e of the Act provides that
when certain domestically produced
commodities, including grapefruit, are
regulated under a Federal marketing
order, imports of that commodity must
meet the same or comparable grade,
size, quality, and maturity requirements.
Because this rule changes the minimum
size for domestic red seedless grapefruit
shipments, a similar change is also
applicable to imported grapefruit.
Therefore, this rule also relaxes the
minimum size for imported red seedless
grapefruit to size 56. This regulation
benefits importers to the same extent
that it benefits Florida grapefruit
producers and handlers because it
continues to allow shipments of size 56
red seedless grapefruit into U.S.
markets.

The Committee considered one
alternative to this action. The
Committee discussed relaxing the
minimum size to size 56 for one year,
as in the past, rather than on a
continuous basis. Members said that,
rather than discussing the issue each
year and recommending a change, they
preferred to make the change effective
on a continuous basis. They also stated
that should they ever want to increase
the minimum size, they could meet and
recommend the change to the Secretary.
Therefore, the option of relaxing the
minimum size for one year was rejected.

This final rule relaxes size
requirements under the marketing order
for Florida citrus. Accordingly, this
action will not impose any additional
reporting or recordkeeping requirements
on either small or large red seedless
grapefruit handlers and importers. As
with all Federal marketing order
programs, reports and forms are
periodically reviewed to reduce
information requirements and
duplication by industry and public
sector agencies.

The Department has not identified
any relevant Federal rules that
duplicate, overlap or conflict with this
final rule. However, red seedless
grapefruit must meet the requirements
as specified in the U.S. Standards for
Grades of Florida Grapefruit (7 CFR
51.750 through 51.784) issued under the
Agricultural Marketing Act of 1946 (7
U.S.C. 1621 through 1627). Further, no
public comments were received
concerning the proposal which
addressed the initial regulatory
flexibility analysis.

In addition, the Committee’s meeting
was widely publicized throughout the
Florida citrus industry and all interested
persons were invited to attend the
meeting and participate in Committee
deliberations on all issues. Like all
Committee meetings, the May 26, 2000,

meeting was a public meeting and all
entities, both large and small, were able
to express views on this issue.

A proposed rule concerning this
action was published in the Federal
Register on October 2, 2000 (65 FR
58672). Copies of the rule were mailed
or sent via facsimile to all Committee
members and red seedless grapefruit
handlers. Finally, the rule was made
available through the Internet by the
Office of the Federal Register. A 15-day
comment period ending October 17,
2000, was provided to allow interested
persons to respond to the proposal. No
comments were received during the
comment period in response to the
proposal. Accordingly, no changes will
be made to the rule as proposed.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at: http://www.ams.usda.gov/
fv/moab.html. Any questions about the
compliance guide should be sent to Jay
Guerber at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

In accordance with section 8e of the
Act, the United States Trade
Representative has concurred with the
issuance of this final rule.

After consideration of all relevant
matter presented, including the
information and recommendation
submitted by the Committee and other
available information, it is hereby found
that this rule, as hereinafter set forth,
will tend to effectuate the declared
policy of the Act.

It is further found that good cause
exists for not postponing the effective
date of this rule until 30 days after
publication in the Federal Register (5
U.S.C. 553) so handlers and importers
can continue to ship size 56 red seedless
grapefruit after November 12, 2000.
Further, handlers are aware of this
relaxation, which was recommended at
a public meeting. Also, a 15-day
comment period was provided for in the
proposed rule and no comments were
received.

List of Subjects

7 CFR Part 905

Grapefruit, Marketing agreements,
Oranges, Reporting and recordkeeping
requirements, Tangelos, Tangerines.

7 CFR Part 944

Avocados, Food grades and standards,
Grapefruit, Grapes, Imports, Kiwifruit,
Limes, Olives, Oranges.

For the reasons set forth above, 7 CFR
part 905 and 944 are amended as
follows:

1. The authority citation for 7 CFR
part 905 continues to read as follows:
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Authority: 7 U.S.C. 601-674.

PART 905—ORANGES, GRAPEFRUIT,
TANGERINES, AND TANGELOS
GROWN IN FLORIDA

2.In §905.306, the table in paragraph

for the entry for “Seedless, red” and
adding in their place the following:

§905.306 Orange, Grapefruit, Tangerine,
and Tangelo Regulation.

(a) is amended by removing both lines (@) * * *
TABLE |
Minimum
Variety Regulation period Minimum grade diameter
(inches)
(1) (2 (3) @
Grapefruit
* * * * * * *
Seedless, red .....cooiiiiiiiee On and after 11/13/00 .......cccocoveeeviineeennnnn. U.S.NO. 1 e 3%
* * * * * * *
PART 944—FRUITS; IMPORT for the entry for ““Seedless, red” and
REGULATIONS adding in their place the following:
3.1n § 944.106, the table in paragraph ~ 8944.106 Grapefruitimport regulation.
(a) is amended by removing both lines (@* * *
Minimum
Grapefruit classification Regulation period Minimum grade diameter
(inches)
1) (2 (3) @
Seedless, red On and after 11/13/00 U.S. No. 1 3%
* * * * * * *

Dated: October 31, 2000.
Robert C. Keeney,

Deputy Administrator, Fruit and Vegetable
Programs.

[FR Doc. 00-28333 Filed 11-6—00; 8:45 am)]
BILLING CODE 3410-02-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39
[Docket No. 2000-SW-51-AD; Amendment
39-11960; AD 2000-20-51]

RIN 2120-AA64

Airworthiness Directives; Robinson
Helicopter Company Model R22
Helicopters

AGENCY: Federal Aviation
Administration, DOT.
ACTION: Final rule; request for
comments.

SUMMARY: This document publishes in
the Federal Register an amendment
adopting Airworthiness Directive (AD)
2000-20-51, which was sent previously
to all known U.S. owners and operators
of Robinson Helicopter Company (RHC)
Model R22 helicopters by individual
letters. This AD requires checking the

yoke half assembly (yoke) for any crack
and replacing a cracked yoke assembly
before further flight. This AD also
requires replacing certain yokes with
airworthy yokes before further flight
after January 1, 2001. This AD is
prompted by the discovery of cracks in
the yoke. The actions specified by this
AD are intended to detect crack
formation and growth, which could
result in separation of the yokes from
the main rotor drive shaft and
subsequent loss of control of the
helicopter.

DATES: Effective November 22, 2000, to
all persons except those persons to
whom it was made immediately
effective by Emergency AD 2000-20-51,
issued on October 4, 2000, which
contained the requirements of this
amendment.

Comments for inclusion in the Rules
Docket must be received on or before
January 8, 2001.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Office of the
Regional Counsel, Southwest Region,
Attention: Rules Docket No. 2000-SW—
51-AD, 2601 Meacham Blvd., Room
663, Fort Worth, Texas 76137. You may
also send comments electronically to

the Rules Docket at the following
address: 9-asw-adcomments@faa.gov.
FOR FURTHER INFORMATION CONTACT:
Fredrick A. Guerin, Aviation Safety
Engineer, FAA, Los Angeles Aircraft
Certification Office, Airframe Branch,
3960 Paramount Blvd., Lakewood,
California 90712, telephone (562) 627—
5232, fax (562) 627-5210.
SUPPLEMENTARY INFORMATION: On
October 4, 2000, the FAA issued
Emergency AD 2000-20-51, for RHC
Model R22 helicopters, which requires
checking the yoke for any crack and
replacing a cracked yoke assembly
before further flight. The Emergency AD
also requires replacing certain yokes
with airworthy yokes before further
flight after January 1, 2001. That action
was prompted by the discovery of
cracks in the yokes. The cracked yokes
were still in service and functioned for
an unknown duration. Several lots of
the yokes were machined from 2024-T3
aluminum billet, which has poor stress
corrosion properties in the transverse
grain directions. Clamping the yokes in
place causes a preload tension in areas
that have exposed transverse grain.
When these areas are exposed to a
corrosive environment, such as salty air,
stress corrosion causes crack formation
and growth. This condition, if not
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corrected, could result in separation of
the yokes from the main rotor drive
shaft and subsequent loss of control of
the helicopter.

The FAA has reviewed RHC R22
Service Bulletin SB—88A, dated
September 13, 2000, which describes
procedures for determining the lot
number for yokes, P/N A203-5, and
replacing any affected yoke with yoke,
P/N A203-7.

Since the unsafe condition described
is likely to exist or develop on other
RHC Model R22 helicopters of the same
type design, the FAA issued Emergency
AD 2000-20-51 to detect crack
formation and growth, which could
result in separation of the yokes from
the main rotor drive shaft and
subsequent loss of control of the
helicopter. The AD requires the
following:

» Before further flight and thereafter
before the first flight of each day, check
the identified area of each yoke for a
crack. The visual check required by the
AD may be performed by an owner/
operator (pilot) but must be entered into
the aircraft records showing compliance
with paragraph (a) of the AD in
accordance with 14 CFR 43.11 and
91.417(a)(2)(v). The AD allows a pilot to
perform this check because it involves
only a visual check for a crack in the
yoke and can be performed equally well
by a pilot or a mechanic.

» If a yoke has a crack, before further
flight, replace the yokes with airworthy
yokes, P/N A203-7. Both yokes must be
replaced with yoke, P/N A203-7.

» Before further flight after January 1,
2001, determine the lot identifier for
each yoke, P/N A203-5, and replace any
affected yokes, P/N A203-5, with yokes,
P/N A203-7.

Determining that the installed yokes
are not in the lots affected by this AD
or replacing both yokes, P/N A203-5,
with yokes, P/N A203-7, is terminating
action for the requirements of this AD.
The short compliance time involved is
required because the previously
described critical unsafe condition can
adversely affect the structural integrity
and controllability of the helicopter.
Therefore, checking the yoke for any
crack and replacing any cracked yoke
are required before further flight, and
this AD must be issued immediately.

Since it was found that immediate
corrective action was required, notice
and opportunity for prior public
comment thereon were impracticable
and contrary to the public interest, and
good cause existed to make the AD
effective immediately by individual
letters issued on October 4, 2000 to all
known U.S. owners and operators of
RHC Model R22 helicopters. These

conditions still exist, and the AD is
hereby published in the Federal
Register as an amendment to section
39.13 of the Federal Aviation
Regulations (14 CFR 39.13) to make it
effective to all persons. However, one
minor editorial correction is made in
this AD. The note concerning existing
alternative methods of compliance was
incorrectly numbered in the emergency
AD. This AD corrects that Note number
as NOTE 3. The FAA has determined
that this change will neither increase
the economic burden on any operator
nor increase the scope of the AD.

The FAA estimates that 1305
helicopters of U.S. registry will be
affected by this AD, that it will take
approximately 0.3 work hour per
helicopter to check both yokes and 0.5
work hour to replace both yokes. The
average labor rate is $60 per work hour.
Required parts will cost approximately
$150 per helicopter (two yokes). Based
on these figures, the total cost impact of
the AD on U.S. operators is estimated to
be $258,390, assuming each helicopter
is inspected once and both yokes are
replaced on all helicopters.

Comments Invited

Although this action is in the form of
a final rule that involves requirements
affecting flight safety and, thus, was not
preceded by notice and an opportunity
for public comment, comments are
invited on this rule. Interested persons
are invited to comment on this rule by
submitting such written data, views, or
arguments as they may desire.
Communications should identify the
Rules Docket number and be submitted
in triplicate to the address specified
under the caption ADDRESSES. All
communications received on or before
the closing date for comments will be
considered, and this rule may be
amended in light of the comments
received. Factual information that
supports the commenter’s ideas and
suggestions is extremely helpful in
evaluating the effectiveness of the AD
action and determining whether
additional rulemaking action would be
needed.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the rule that might suggest a need to
modify the rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report that
summarizes each FAA-public contact
concerned with the substance of this AD
will be filed in the Rules Docket.

Commenters wishing the FAA to
acknowledge receipt of their mailed

comments submitted in response to this
rule must submit a self-addressed,
stamped postcard on which the
following statement is made:
“Comments to Docket No. 2000-SW—
51-AD.” The postcard will be date
stamped and returned to the
commenter.

The regulations adopted herein will
not have a substantial direct effect 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, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

The FAA has determined that this
regulation is an emergency regulation
that must be issued immediately to
correct an unsafe condition in aircraft,
and that it is not a “‘significant
regulatory action” under Executive
Order 12866. It has been determined
further that this action involves an
emergency regulation under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979). If it is
determined that this emergency
regulation otherwise would be
significant under DOT Regulatory
Policies and Procedures, a final
regulatory evaluation will be prepared
and placed in the Rules Docket. A copy
of it, if filed, 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.

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:

2000-20-51 Robinson Helicopter Company:

Amendment 39-11960. Docket No.
2000-SW-51-AD.

Applicability: Model R22 helicopters, with
a yoke half assembly (yoke), Part number(P/
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N) A203-5, 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 (f) 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

A203-5 YOKE
HALF ASSEMBLIES

eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent failure of a yoke, separation of
a yoke from the main rotor drive shaft, and
subsequent loss of control of the helicopter,
accomplish the following:

(a) Before further flight and thereafter
before the first flight of each day, check each
yoke for a crack. See Figure A.

(b) If a yoke is cracked, before further
flight, replace the yokes with airworthy
yokes, P/N A203-7. Both yokes must be
replaced with yokes, P/N A203-7.

(c) Before further flight after January 1,
2001,

(1) Determine the Lot identifier of each
yoke.

(2) If the Lot identifier is from 24 through
43, if it is a letter code, or if it is illegible,
replace yokes, P/N A203-5, with airworthy
yokes, P/N A203-7. Yoke, P/N A203-7,
cannot be installed with yoke, P/N A203-5.

Note 2: Robinson Helicopter Gompany R22
Service Bulletin SB-88A, dated September
13, 2000, pertains to the subject of this AD.

(d) The visual check required by paragraph
(a) may be performed by an owner/operator
(pilot) holding at least a private pilot
certificate and must be entered into the
aircraft records showing compliance with
paragraph (a) in accordance with 14 CFR
43.11 and 91.417(a)(2)(v).

BILLING CODE 4910-13-P

CHECK THIS AREA FOR CRACKS

BILLING CODE 4910-13-C

(e) Determining that the installed yokes, P/
N A203-5, are not in the lots affected by this
AD, or replacing yokes, P/N A203-5, with
yokes, P/N A203-7, is terminating action for
the requirements of this AD.

(f) 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, FAA.
Operators shall submit their requests through

Figure A

an FAA Principal Maintenance Inspector,
who may concur or comment and then send
it to the Manager, Los Angeles Aircraft
Certification Office.

Note 3: 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.

(g) Special flight permits will not be
issued.

SWASHPLATE
ASSEMBLY

(h) This amendment becomes effective on
November 22, 2000, to all persons except
those persons to whom it was made
immediately effective by Emergency AD
2000-20-51, issued October 4, 2000, which
contained the requirements of this
amendment.
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Issued in Fort Worth, Texas, on October 27,
2000.

Henry A. Armstrong,

Manager, Rotorcraft Directorate, Aircraft
Certification Service.

[FR Doc. 00-28236 Filed 11-6—-00; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2000-NM-136—-AD; Amendment
39-11962; AD 2000-22-15]

RIN 2120-AA64

Airworthiness Directives; Boeing
Model 747-100, —200B, —200C, —200F,
and —300 Series Airplanes Delivered In
or Modified Into the Stretched Upper
Deck Configuration

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that is
applicable to certain Boeing Model 747—
100, —200B, —200C, —200F, and —300
series airplanes delivered in or modified
into the stretched upper deck
configuration. This action requires a
one-time inspection to detect chafing
between certain engine thrust control
cables and certain cable penetration
holes, and follow-on actions, if
necessary. This action is necessary to
prevent chafing and failure of engine
thrust control cables, which could result
in a severe asymmetric thrust condition
during landing, and consequent reduced
controllability of the airplane. This
action is intended to address the
identified unsafe condition.

DATES: Effective November 22, 2000.

The incorporation by reference of
certain publications listed in the
regulations was approved previously by
the Director of the Federal Register as of
April 24, 2000 (65 FR 14838, March 20,
2000).

Comments for inclusion in the Rules
Docket must be received on or before
January 8, 2001.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM—-114,
Attention: Rules Docket No. 2000-NM—
136—AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9:00 a.m. and 3:00
p.m., Monday through Friday, except

Federal holidays. Comments may be
submitted via fax to (425) 227-1232.
Comments may also be sent via the
Internet using the following address: 9-
anm-iarcomment@faa.gov. Comments
sent via fax or the Internet must contain
“Docket No. 2000-NM-136—AD” in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 for
Windows or ASCII text.

The service information referenced in
this AD may be obtained from Boeing
Commercial Airplane Group, P.O. Box
3707, Seattle, Washington 98124-2207.
This information may be examined at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW.,
Renton, Washington; or at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.
FOR FURTHER INFORMATION CONTACT:
Dionne Krebs, Aerospace Engineer,
Propulsion Branch, ANM-140S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
Washington 98055—4056; telephone
(425) 227-2250; fax (425) 227-1181.
SUPPLEMENTARY INFORMATION: On March
10, 2000, the FAA issued AD 2000-05—
30, amendment 39-11640 (65 FR 14838,
March 20, 2000), applicable to certain
Boeing Model 747 series airplanes, to
require repetitive inspections to detect
discrepancies of the cables, fittings, and
pulleys of the engine thrust control
cable installation; replacement, if
necessary; and, for certain airplanes,
certain preventative actions on the
engine thrust control cable installation.
That action was prompted by reports of
failure of engine thrust control cables.
The requirements of that AD are
intended to prevent such failures, which
could result in a severe asymmetric
thrust condition during landing, and
consequent reduced controllability of
the airplane.

Paragraph (g) of AD 2000-05—30
requires, for certain Model 747—-100B
series airplanes with a stretched upper
deck (SUD), a detailed visual inspection
and measurement of the clearance
between certain engine thrust control
cables and the cable penetration holes,
and follow-on corrective actions, if
necessary. Since the issuance of AD
2000-05-30, the FAA has determined
that certain other Model 747 series
airplanes delivered with or modified to
have a SUD are subject to the same
unsafe condition as the Model 747—
100B SUD airplanes identified in
paragraph (g) of the existing AD.
Therefore, the FAA finds that further
rulemaking is necessary to prevent
chafing and failure of engine thrust

control cables, which could result in a
severe asymmetric thrust condition
during landing, and consequent reduced
controllability of the airplane, on all
affected airplanes.

Explanation of Relevant Service
Information

The FAA has previously reviewed
and approved Boeing Service Bulletin
747-53-2327, Revision 2, dated
September 24, 1998. That service
bulletin describes procedures for
repetitive inspections of certain upper
deck floor beams to detect cracking, and
repair of any cracks found or
reinforcement of those floor beams. The
service bulletin also describes
procedures for a detailed inspection and
measurement of the clearance between
the engine thrust control cables and the
cable penetration holes in that area, and
modification of the holes or replacement
of the plate, if necessary.

Explanation of Requirements of the
Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design, this AD is being issued to
prevent chafing and failure of engine
thrust control cables, which could result
in a severe asymmetric thrust condition
during landing, and consequent reduced
controllability of the airplane. This AD
requires accomplishment of the actions
specified in the service bulletin
described previously, except as
discussed below.

Differences Between This AD and
Relevant Service Bulletin

Operators should note that, although
Boeing Service Bulletin 747-53-2327
describes procedures for inspection of
certain upper deck floor beams, and
repair of any cracks found or
reinforcement of those floor beams, as
applicable, this AD requires only the
detailed visual inspection and
measurement of the clearance between
the engine thrust control cables and the
cable penetration holes in that area. The
inspection, repair, and reinforcement of
certain upper deck floor beams are
mandated by AD 92-24-07, amendment
39-8412 (57 FR 53436, November 10,
1992). The detailed visual inspection
and measurement of the clearance
between the engine thrust control cables
and the cable penetration holes was
incorporated into the service bulletin
after AD 92-24—07 was issued.
Therefore, the FAA is requiring that part
of the service bulletin in this AD. In
addition, for airplanes on which
insufficient clearance is measured, this
AD adds an additional inspection of the
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cable for wear in that area using
procedures referenced in Appendix 1
(including Figure 1) of this AD and
would require replacement of the cable,
if necessary.

Operators also should note that the
effectivity listing of Boeing Service
Bulletin 747-53-2327, Revision 2,
includes Boeing Model 747—400 series
airplanes. However, the actions required
by this AD are not applicable to Model
747-400 series airplanes, so those
airplanes are not included in the
applicability of this AD.

Cost Impact

None of the airplanes affected by this
action are on the U.S. Register. All
airplanes included in the applicability
of this rule currently are operated by
non-U.S. operators under foreign
registry; therefore, they are not directly
affected by this AD action. However, the
FAA considers that this rule is
necessary to ensure that the unsafe
condition is addressed in the event that
any of these subject airplanes are
imported and placed on the U.S.
Register in the future.

Should an affected airplane be
imported and placed on the U.S.
Register in the future, it would require
approximately 1 work hour to
accomplish the required inspection, at
an average labor rate of $60 per work
hour. Based on these figures, the cost
impact of this AD would be $60 per
airplane.

Determination of Rule’s Effective Date

Since this AD action does not affect
any airplane that is currently on the
U.S. register, it has no adverse economic
impact and imposes no additional
burden on any person. Therefore, prior
notice and public procedures hereon are
unnecessary and the amendment may be
made effective in less than 30 days after
publication in the Federal Register.

Comments Invited

Although this action is in the form of
a final rule and was not preceded by
notice and opportunity for public
comment, comments are invited on this
rule. Interested persons are invited to
comment on this rule by submitting
such written data, views, or arguments
as they may desire. Communications
shall identify the Rules Docket number
and be submitted in triplicate to the
address specified under the caption
ADDRESSES. All communications
received on or before the closing date
for comments will be considered, and
this rule may be amended in light of the
comments received. Factual information
that supports the commenter’s ideas and
suggestions is extremely helpful in

evaluating the effectiveness of the AD
action and determining whether
additional rulemaking action would be
needed.

Submit comments using the following
format:

+ Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

 For each issue, state what specific
change to the AD is being requested.

¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the rule that might suggest a need to
modify the rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report that
summarizes each FAA-public contact
concerned with the substance of this AD
will be filed in the Rules Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this rule must
submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2000-NM-136—AD.”
The postcard will be date stamped and
returned to the commenter.

Regulatory Impact

The regulations adopted herein will
not have a substantial direct effect 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, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

For the reasons discussed above, I
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 location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
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 the following new airworthiness
directive:

2000-22-15 Boeing: Amendment 39-11962.
Docket 2000-NM-136—-AD.

Applicability: Model 747-100, —200B,
—200C, —200F, and —300 series airplanes;
certificated in any category; equipped with
Pratt & Whitney Model JT9D-3 or -7 series
engines, General Electric Model CF6-45 or
—50 series engines, or Rolls-Royce Model
RB211-524B, C, or D series engines;
delivered in or modified into the stretched
upper deck (SUD) configuration; and having
angle assemblies with Boeing part numbers
015U0454-63 and 015U0454—64 installed at
body station 970.

Note 1: Model 747-100 SUD series
airplanes on which paragraph (g) of AD
2000-05-30 has been accomplished are not
required to comply with this AD.

Note 2: This AD applies to each airplane
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 airplanes 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 as indicated, unless
accomplished previously.

To prevent chafing and failure of engine
thrust control cables, which could result in
a severe asymmetric thrust condition during
landing, and consequent reduced
controllability of the airplane, accomplish
the following:
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Inspection/Modification/Replacement

(a) Within 18 months after the effective
date of this AD, perform a detailed visual
inspection and measure the clearance
between the engine thrust control cables and
the cable penetration holes, in accordance
with the Cable Chafing Inspection of the
Accomplishment Instructions of Boeing
Service Bulletin 747-53-2327, Revision 2,
dated September 24, 1998. If insufficient
clearance exists, as specified in the service
bulletin, prior to further flight, accomplish
paragraphs (a)(1) and (a)(2) of this AD.

(1) Modify the cable penetration holes or
replace the plate, as applicable, in
accordance with Figure 7 of the service
bulletin.

(2) Perform a detailed visual inspection of
the engine thrust control cables in the area
of the plate to detect wear and broken wires
in accordance with Appendix 1 (including
Figure 1) of this AD. If any wear is within
the criteria contained in Appendix 1
(including Figure 1) of this AD, no further
action is required by this paragraph. If any
wear outside the criteria contained in
Appendix 1 (including Figure 1) of this AD
is found, prior to further flight, replace the
cable with a new cable, in accordance with
the procedures described in the Boeing 747
Maintenance Manual.

Note 3: For the purposes of this AD, a
detailed visual inspection is defined as: “An
intensive visual examination of a specific
structural area, system, installation, or
assembly to detect damage, failure, or
irregularity. Available lighting is normally
supplemented with a direct source of good
lighting at intensity deemed appropriate by
the inspector. Inspection aids such as mirror,

magnifying lenses, etc., may be used. Surface
cleaning and elaborate access procedures
may be required.”

Alternative Methods of Compliance

(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, Seattle
Aircraft Certification Office (ACO), FAA.
Operators shall submit their requests through
an appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, Seattle ACO.

Note 4: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Seattle ACO.

Special Flight Permits

(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 airplane to
a location where the requirements of this AD
can be accomplished.

Incorporation by Reference

(d) Except as provided by paragraph (a)(2)
of this AD, the actions shall be done in
accordance with Boeing Service Bulletin
747-53-2327, Revision 2, dated September
24, 1998. This incorporation by reference was
approved previously by the Director of the
Federal Register as of April 24, 2000 (65 FR
14838, March 20, 2000). Copies may be
obtained from Boeing Commercial Airplane
Group, P.O. Box 3707, Seattle, Washington
98124-2207. Copies may be inspected at the
FAA, Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington; or at

the Office of the Federal Register, 800 North
Capitol Street, NW., suite 700, Washington,
DC.

Effective Date

(e) This amendment becomes effective on
November 22, 2000.

APPENDIX 1—THRUST CONTROL
CABLE INSPECTION PROCEDURE

1. Detailed Visual Inspection To Detect Wear

A. Perform a detailed visual inspection of the
engine thrust control cables in the area
of the plate to detect wear.

B. Replace the cable assembly if any of the
following criteria are met:

(1) One cable strand had worn wires where
one wire cross section is decreased by
more than 40 percent (see Figure 1).

(2) A kink is found.

(3) Corrosion is found.

2. Inspection To Detect Broken Wires

A. To check for broken wires, rub a cloth
along the length of the cable. The cloth
catches on broken wires.

B. Replace the cable assembly if any of the
following criteria are met.

(1) Replace the 7x7 cable assembly if there
are two or more broken wires in 12
continuous inches of cable or there are
three or more broken wires anywhere in
the total cable assembly.

(2) Replace the 7x19 cable assembly if
there are four or more broken wires in 12
continuous inches of cable or there are
six or more broken wires anywhere in
the total cable assembly.

BILLING CODE 4910-13-P



66610 Federal Register/Vol. 65, No. 216/ Tuesday, November 7, 2000/Rules and Regulations

022
020 %5° 20
eﬁ%z eﬁ”ca'“gka““\\

(7 WIRES)

0% %0 (EXANPLE)
o50 %2
VIRE
7X7 CABLE
CABLE STRANO
(19 WIRES)
o
2

EXAMPLE QF INTERNAL WEAR

CABLE STRAND

LT e

?—W W10

EACH OUTER WIRE WORN
LESS THAN 40X
(WORN AREAS NOT BLENDED)

%"//
///////// )
W)

EACH OUTER WIRE WORN 40-50X
(WORN AREAS ARE BLENDED)

EACH WIRE IS WORN MORE THAN 50X

[I> visiBLe SPACE BETWEEM WIRES.

[ vEAR CONDITION RESULTING [N BLENDEO
SURFACES BETWEEN WLRES.

(3> THE OUTER WIRE WEAR AREA OM CABLE
STRAND. A VISIBLE SPACE BETWEENM
wIRES[T=> 08 A FULLY BLENDED SURFACE [Z>
SURFACE OVER APPROXIMATELY SIX WLRES
[NOLCATES 3O PERCENT WIRE WEAR.

[C> cagLe weAR WAY OCIUR ON ONE SIOE
OMLY OR GM FULL CIRCUKFERENCE.
CABLE WEAR CAN EXTEMD ALONG THE
CABLE FOR A OISTANCE EQUAL TO USUAL
CABLE TRAVEL.

FIGURE 1



Federal Register/Vol. 65, No. 216/ Tuesday, November 7, 2000/Rules and Regulations

66611

Issued in Renton, Washington, on October
30, 2000.

Donald L. Riggin,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.
[FR Doc. 00-28233 Filed 11-6-00; 8:45 am|]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2000-SW-01-AD; Amendment
39-11966; AD 2000-15-21 R1]

RIN 2120-AA64

Airworthiness Directives; Bell
Helicopter Textron Inc.—Manufactured
Model HH-1K, TH-1F, TH-1L, UH-1A,
UH-1B, UH-1E, UH-1F, UH-1H, UH-1L,
and UH-1P; and Southwest Florida
Aviation SW204, SW204HP, SW205,
and SW205A-1 Helicopters

AGENCY: Federal Aviation
Administration, DOT.
ACTION: Final rule.

SUMMARY: This amendment revises an
existing airworthiness directive (AD)
that applies to Model HH-1K, TH-1F,
TH-1L, UH-1A, UH-1B, UH-1E, UH-
1F, UH-1H, UH-1L, and UH-1P; and
Southwest Florida Aviation SW204,
SW204HP, SW205, and SW205A-1
helicopters, manufactured by Bell
Helicopter Textron Inc. (BHTI) for the
Armed Forces of the United States, and
requires removing and replacing certain
main rotor mast (mast) assemblies. This
amendment corrects a part number that
was published incorrectly in the
existing AD. This amendment is
prompted by the discovery of that error.
The actions specified by this AD are
intended to prevent fatigue failure of the
mast and subsequent loss of control of
the helicopter.

EFFECTIVE DATE: November 22, 2000.
FOR FURTHER INFORMATION CONTACT:
Michael Kohner, Aviation Safety
Engineer, FAA, Rotorcraft Directorate,
Rotorcraft Certification Office, Fort
Worth, Texas 76193—-0170, telephone
(817) 222-5447, fax (817) 222-5783.
SUPPLEMENTARY INFORMATION: AD 2000—
15-21, Amendment 39-11854,
applicable to Model HH-1K, TH-1F,
TH-1L, UH-1A, UH-1B, UH-1E, UH-
1F, UH-1H, UH-1L, and UH-1P; and
Southwest Florida Aviation SW204,
SW204HP, SW205, and SW205A-1
helicopters, which were manufactured
by BHTI for the Armed Forces of the
United States, was published in the
Federal Register on August 9, 2000 (65

FR 48605). That AD requires removing
and replacing certain mast assemblies.
After that AD was issued, the FAA
discovered that the mast assembly part

numbers listed in the applicability
section are 205-011-450-001 and —005;
the correct mast assembly part numbers
are 204—011-450-001 and —005.

The FAA has determined that this
revision will neither increase the
economic burden on any operator nor
increase the scope of the AD, therefore,
no additional comments were solicited
and this AD is being issued with the
same requirements previously imposed
but with the correct part number.

The regulations adopted herein will
not have a substantial direct effect 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, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

For the reasons discussed above, I
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.

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
removing Amendment 39-11854 (65 FR
48605, August 9, 2000), and by adding

a new airworthiness directive to read as
follows:

2000-15-21 R1 Firefly Aviation Helicopter
Services (Previously Erickson Air Crane
Co.); Garlick Helicopters, Inc.; Hawkins
and Powers Aviation, Inc.; International
Helicopters, Inc.; Tamarack Helicopters,
Inc. (Previously Ranger Helicopter
Services, Inc.); Robinson Air Crane, Inc.;
Williams Helicopter Corporation
(Previously Scott Paper Co.); Smith
Helicopters; Southern Helicopter, Inc.;
Southwest Florida Aviation; Arrow
Falcon (Previously Utah State
University); Western International
Aviation, Inc.; and U.S. Helicopter, Inc.:
Amendment 39-11966. Docket No.
2000-SW-01-AD. Revises AD 2000-15—
21, Amendment 39-11854.

Applicability: Model HH-1K, TH-1F, TH-
1L, UH-1A, UH-1B, UH-1E, UH-1F, UH-1H,

UH-1L, and UH-1P; and Southwest Florida

Aviation SW204, SW204HP, SW205, and

SW205A-1 helicopters, manufactured by Bell

Helicopter Textron Inc. (BHTI) for the Armed

Forces of the United States, with a main rotor

mast (mast) assembly, part number (P/N)

204-011-450-001 or —005, 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 25 hours
time-in-service, unless accomplished
previously.

To prevent fatigue failure of the mast and
subsequent loss of control of the helicopter,
accomplish the following:

(a) Remove any mast assembly, P/N 204—
011-450-001 or —005, from service. Replace
it with an airworthy mast assembly. Neither
mast assembly, P/N 204-011-450-001 nor
204-011-450-005, is eligible for installation
on any affected helicopter.

(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, Rotorcraft
Certification Office, Rotorcraft Directorate,
FAA. Operators shall submit their requests
through an FAA Principal Maintenance
Inspector, who may concur or comment and
then send it to the Manager, Rotorcraft
Certification Office.

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

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
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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 22, 2000.

Issued in Fort Worth, Texas, on October 30,
2000.
Mark R. Schilling,

Acting Manager, Rotorcraft Directorate,
Aircraft Certification Service.

[FR Doc. 00-28437 Filed 11-7-00; 8:45 am)]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2000-NM—-204-AD; Amendment
39-11956; AD 2000-22-10]

RIN 2120-AA64

Airworthiness Directives; Empresa
Brasileira de Aeronautica S.A.
(EMBRAER) Model EMB-135 and
EMB-145 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This amendment supersedes
an existing airworthiness directive (AD),
applicable to certain EMBRAER Model
EMB-135 and EMB-145 series
airplanes, that currently requires
various inspections to detect
discrepancies of the elevator servo tab
and spring tab hinge fittings of the
horizontal stabilizer, and follow-on
corrective actions, if necessary. This
amendment clarifies certain fiberscopic
inspection and replacement procedures,
and corrective actions; revises the
applicability of the existing AD; and
adds an inspection procedure for the
servo tab center hinge fittings to detect
the presence of washers for both
attaching fasteners, and follow-on
corrective actions, if necessary. This
amendment also provides for optional
terminating action for the repetitive
inspections. The actions specified in
this AD are intended to prevent the
linkage of the elevator servo tab or
spring tab hinge fittings from separating
from the horizontal stabilizer, which
could result in loss of control of the
airplane.

DATES: Effective November 22, 2000.

The incorporation by reference of
Embraer Service Bulletin 145-55-0024,
dated May 25, 2000, as listed in the
regulations, is approved by the Director
of the Federal Register as of November
22, 2000.

Comments for inclusion in the Rules
Docket must be received on or before
December 7, 2000.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2000-NM—
204—-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—-4056.
Comments may be inspected at this
location between 9:00 a.m. and 3:00
p-m., Monday through Friday, except
Federal holidays. Comments may be
submitted via fax to (425) 227-1232.
Comments may also be sent via the
Internet using the following address: 9-
anm-iarcomment@faa.gov. Comments
sent via fax or the Internet must contain
“Docket No. 2000-NM-204—-AD” in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 for
Windows or ASCII text.

The service information referenced in
this AD may be obtained from Empresa
Brasileira de Aeronautica S.A.
(EMBRAER), P.O. Box 343—CEP 12.225,
Sao Jose dos Campos—SP, Brazil. This
information may be examined at the
FAA, Transport Airplane Directorate,
1601 Lind Avenue, SW., Renton,
Washington; or at the FAA, Atlanta
Aircraft Certification Office, One Crown
Center, 1895 Phoenix Boulevard, suite
450, Atlanta, Georgia; or at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Viswa Padmanabhan, Aerospace
Engineer, Airframe and Propulsion
Branch, ACE-117A, FAA, Atlanta
Aircraft Certification Office, One Crown
Center, 1895 Phoenix Boulevard, suite
450, Atlanta, Georgia 30337-2748;
telephone (770) 703—6049; fax (770)
703-6097.

SUPPLEMENTARY INFORMATION: On
February 15, 2000, the FAA issued AD
2000-04-09, amendment 39-11591 (65
FR 9217, February 24, 1000), applicable
to certain EMBRAER Model EMB-135
and EMB-145 series airplanes, to
require various inspections to detect
discrepancies of the elevator servo tab
and spring tab hinge fittings of the
horizontal stabilizer, and follow-on
corrective actions, if necessary. That
action was prompted by issuance of
mandatory continuing airworthiness
information by a foreign civil
airworthiness authority. The actions
required by that AD are intended to
prevent the linkage of the elevator servo
tab or spring tab hinge fittings from
separating from the horizontal stabilizer,

which could result in loss of control of
the airplane.

Actions Since Issuance of Previous Rule

Since the issuance of that AD, the
Departmento de Aviacao Civil (DAC),
which is the airworthiness authority for
Brazil, has received new information
regarding the corrective action
necessary to address this unsafe
condition. As a result, the DAC has
issued the following Brazilian
airworthiness directives:

* 1999-09-01R2, dated May 1, 2000,
supersedes Brazilian airworthiness
directive 1999-09-01R1, dated October
25, 1999. This new revision was issued
to specify repetitive inspection intervals
and final rework of certain components.
Part III of this revision specifies that, for
certain Model EMB-135 and EMB-145
series airplanes, certain modifications of
the elevator mass balance assembly and
control column nose-up spring
modifications, in accordance with
Embraer Service Bulletin (S.B.) 145-27—
0034, must be completed before
accomplishment of the rework specified
in Part III of S.B. 145-55-0022, Change
01, dated January 25, 2000.

* 2000-05-01, dated May 25, 2000,
corrects any possible misinterpretation
of the replacement procedures included
in Brazilian airworthiness directive
1999-09-01R2, and in alert S.B. 145—
55—A022 and S.B. 145-55-0022.

Reports indicated that loose hinge
fittings were found, which was
attributed to the incorrect application of
the attachment fasteners to the tab
upper skin. It is considered that the loss
of fitting rigidity could cause damage to
the other fasteners in the tab spar.
Reports also indicated that some of the
fasteners (which attach the spring-tab
actuating arm to the tab upper skin and
the servo-tab actuating linkage hinge to
the tab lower skin) were not replaced
with fasteners having a washer, because
the collar conformation of those
fasteners was found to be correct. In
addition, maintenance records revealed
that such fasteners may not have been
replaced on certain airplanes. As a
result of these findings, the DAC issued
the previously referenced Brazilian
airworthiness directives to clarify that
all attachment fasteners must be
installed with a washer, and that the
fasteners must be replaced
independently of the installation
condition (even if the collar
conformation is found to be “correct”).

FAA’s Conclusions

These airplane models are
manufactured in Brazil and are type
certificated for operation in the United
States under the provisions of section
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21.29 of the Federal Aviation
Regulations (14 CFR 21.29) and the
applicable bilateral airworthiness
agreement. Pursuant to this bilateral
airworthiness agreement, the DAC has
kept the FAA informed of the situation
described above. The FAA has
examined the findings of the DAC,
reviewed all available information, and
determined that AD action is necessary
for products of this type design that are
certificated for operation in the United
States.

Explanation of Relevant Service
Information

Embraer has issued the following
service information:

* Service Bulletin 145-55-0022,
Change 02, dated May 4, 2000, adds a
fiberscopic inspection in Part II of the
Accomplishment Instructions to detect
the presence of a washer; and
installation of a washer, if necessary.
Part III of this service bulletin revises
certain rework procedures (including
rework and installation of the elevator
servo and spring tabs; and
reidentification, static balancing, and
installation of the elevator). This rework
procedure also specifies that, for certain
airplanes, the modification specified by
Embraer S.B. 145-27-0034 must be
accomplished before Part III of S.B. 145—
55—-0022, Change 02, is accomplished.
Accomplishment of the actions
specified in Part I1II of S.B. 145-55—
0022, Change 02, eliminates the need for
the repetitive inspections.

» Service Bulletin 145-55—0024, dated
May 25, 2000, adds a fiberscopic
inspection of the attachment of the
servo tab center hinge fitting to the tab
skin in Part II of the Accomplishment
Instructions of this service bulletin. This
inspection specifies detecting the
presence of washers under the collar
bases of both attaching fasteners, in the
inner side of the tab skin; and corrective
actions, if necessary. Procedures include
additional action to clarify certain
replacement procedures that were
specified in alert S.B. 145-55—-A022,
Change 01, dated October 7, 1999, and
Change 02, dated October 8, 1999. Such
action specifies that any discrepant
fastener must be replaced with a new
fastener having a washer, and that the
action if required to be accomplished
independently of the installation
condition. In addition, S.B. 145-55—
0024 specifies that operators report any
discrepancy found during inspections of
elevator spring tab and servo tab hinge
fittings that are specified in Part I of the
Accomplishment Instructions of the
service bulletin.

* Service Bulletin 145-27-0034,
Change 01, dated August 5, 1998,

revises procedures for replacing the
elevator mass-balance weight assembly
and nose-up spring. Procedures also
revise static balancing and weight and
balance, add new mass-balance weight
and its attachment bolt, and delete the
instruction for checking the backlash.

The DAC mandated compliance with
the preceding service bulletins, and
issued previously referenced Brazilian
airworthiness directive 1999-09-01R2
in order to assure the continued
airworthiness of these airplanes in
Brazil.

Explanation of Requirements of Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, this AD supersedes AD 2000-04—
09 to continue to require various
inspections to detect discrepancies of
the elevator servo tab and spring tab
hinge fittings of the horizontal
stabilizer, and follow-on corrective
actions, if necessary. This amendment
clarifies certain fiberscopic inspection
and replacement procedures, and
corrective actions; revises the
applicability of the existing AD; and
adds an inspection procedure for the
servo tab center hinge fittings to detect
the presence of washers for both
attaching fasteners, and follow-on
corrective actions. This amendment also
provides for optional terminating action
for the repetitive inspections. In
addition, this amendment requires that
operators report to the manufacturer any
discrepancy found during any detailed
visual inspection accomplished in
accordance with S.B. 145-55-0024,
dated May 25, 2000. This AD requires
accomplishment of actions specified in
the service bulletin described
previously, except as discussed below.

Differences Between This AD, Brazilian
Airworthiness Directives, and Related
Service Information

Operators should note that, although
the previously referenced Brazilian
airworthiness directives and Embraer
service information specify that certain
rework actions are required, this AD
provides those actions as optional. The
FAA has determined that such action
may be required in subsequent
rulemaking action to provide sufficient
time for public comment.

Explanation of Changes to the
Applicability of AD 2000-04-09

The applicability of AD 2000-04—09
included all of the serial numbers for
Model EMB-135 and EMB-145 series
airplanes, as listed in alert S.B. 145-55—
A022, Change 02, dated October 8, 1999.

However, this AD revises the
applicability of this AD to those
airplanes listed in S.B. 145-55-0022,
Change 02, dated May 4, 2000, or S.B.
145-55—-0024, dated May 25, 2000, and
those airplanes on which the elevator
servo tabs and spring tabs have been
replaced in accordance with alert S.B.
145-55—A022, Change 02, dated October
8, 1999, or S.B. 145-55-0022, Change
01, dated January 25, 2000.

Interim Action

This AD is considered to be interim
action. The FAA is currently
considering requiring the rework of all
elevator servo and spring tabs, which
will constitute terminating action for the
repetitive inspections required by this
AD action. However, such action will be
proposed in a separate rulemaking
action since the compliance time for the
rework is sufficiently long so that notice
and opportunity for prior public
comment will be practicable.

Determination of Rule’s Effective Date

Since a situation exists that requires
the immediate adoption of this
regulation, it is found that notice and
opportunity for prior public comment
hereon are impracticable, and that good
cause exists for making this amendment
effective in less than 30 days.

Comments Invited

Although this action is in the form of
a final rule that involves requirements
affecting flight safety and, thus, was not
preceded by notice and an opportunity
for public comment, comments are
invited on this rule. Interested persons
are invited to comment on this rule by
submitting such written data, views, or
arguments as they may desire.
Communications shall identify the
Rules Docket number and be submitted
in triplicate to the address specified
under the caption ADDRESSES. All
communications received on or before
the closing date for comments will be
considered, and this rule may be
amended in light of the comments
received. Factual information that
supports the commenter’s ideas and
suggestions is extremely helpful in
evaluating the effectiveness of the AD
action and determining whether
additional rulemaking action would be
needed.

Submit comments using the following
format:

* Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

» For each issue, state what specific
change to the AD is being requested.
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¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the rule that might suggest a need to
modify the rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report that
summarizes each FAA-public contact
concerned with the substance of this AD
will be filed in the Rules Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this rule must
submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2000-NM—-204-AD.”
The postcard will be date stamped and
returned to the commenter.

Regulatory Impact

The regulations adopted herein will
not have a substantial direct effect 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, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

The FAA has determined that this
regulation is an emergency regulation
that must be issued immediately to
correct an unsafe condition in aircraft,
and that it is not a “significant
regulatory action” under Executive
Order 12866. It has been determined
further that this action involves an
emergency regulation under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979). If it is
determined that this emergency
regulation otherwise would be
significant under DOT Regulatory
Policies and Procedures, a final
regulatory evaluation will be prepared
and placed in the Rules Docket. A copy
of it, if filed, may be obtained from the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
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
removing amendment 39-11591 (65 FR
9217, February 24, 2000), and by adding
a new airworthiness directive (AD),
amendment 39-11956, to read as
follows:

2000-22-10 Empresa Brasileira de
Aeronautica S.A. (EMBRAER):
Amendment 39-11956. Docket 2000—
NM-204-AD. Supersedes AD 2000-04—
09, Amendment 39-11591.

Applicability: Model EMB—135 and EMB—

145 series airplanes, certificated in any

category, as listed in Embraer Service

Bulletin 145-55-0022, Change 02, dated May

4, 2000, or Embraer Service Bulletin 145-55—

0024, dated May 25, 2000; and those

airplanes on which the elevator servo tabs

and spring tabs have been replaced in
accordance with Embraer Alert Service

Bulletin 145-55—-A022, Change 02, dated

October 8, 1999, or Embraer Service Bulletin

145-55-0022, dated October 20, 1999.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes 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 (e)(1) 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 as indicated, unless
accomplished previously.

To prevent disconnection of the elevator
spring tab or servo tab hinge from their
attachments, which could result in loss of
elevator control and reduced controllability
of the airplane, accomplish the following:

Detailed Visual Inspection

(a) Within 20 flight hours after the effective
date of this AD, perform a detailed visual
inspection of the hinge fittings of the left and
right elevator spring tabs and servo tabs to
detect any discrepancy (including incorrect
attachment of the hinge fittings; signs of
scratches on painted surfaces of the tab spar;
detachment of hinge fitting from the tab; and
relative movement and gap between hinge
fittings and tab spars, and between the spring
tab spar or skin) in accordance with Part I of

the Accomplishment Instructions of Embraer
Service Bulletin (S.B.) 145-55—-0024, dated
May 25, 2000.

Note 2: Inspections accomplished prior to
the effective date of this amendment, in
accordance with Part I of the
Accomplishment Instructions of S.B. 145—
55—0022, dated October 20, 1999, or Change
01, dated January 25, 2000, or alert S.B. 145—
55—-A022, Change 02, dated October 8, 1999,
are considered acceptable for compliance
with the requirements of paragraph (a) of this
AD.

(1) If no discrepancy is detected, repeat the
detailed visual inspection thereafter at
intervals not to exceed 100 flight hours until
accomplishment of either paragraph (b) or (c)
of this AD.

(2) If any discrepancy is detected, prior to
further flight, accomplish the action specified
by either paragraph (a)(2)(i) or (a)(2)(ii) of this
AD.

(i) Replace any discrepant elevator tab with
a new tab in accordance with the service
bulletin, and repeat the detailed visual
inspection thereafter at intervals not to
exceed 100 flight hours until
accomplishment of either the actions
required by paragraph (b) or the optional
terminating action specified by paragraph (c)
of this AD.

Note 3: The inspection and fastener
replacement actions required by paragraph
(b) of this AD do not constitute terminating
action for the requirements of this AD, but
only extend the inspection intervals from 100
to 400 flight hours.

(ii) Perform the optional terminating action
specified by paragraph (c) of this AD.

Note 4: For the purposes of this AD, a
detailed visual inspection is defined as: “An
intensive visual examination of a specific
structural area, system, installation, or
assembly to detect damage, failure, or
irregularity. Available lighting is normally
supplemented with a direct source of good
lighting at intensity deemed appropriate by
the inspector. Inspection aids such as mirror,
magnifying lenses, etc. may be used. Surface
cleaning and elaborate access procedures
may be required.”

Inspection and Fastener Replacement

(b) Within 400 flight hours after the
effective date of this AD, perform a one-time
detailed visual inspection, using a fiberscope,
of the servo tab center hinge fitting to the tab
skin to detect any discrepancy (including the
absence of washers under the collar bases of
both attaching fasteners, and incorrect
fastener connection) in accordance with Part
1T of the Accomplishment Instructions of S.B.
145-55-0024, dated May 25, 2000.

(1) If no discrepancy is detected, repeat the
inspection required by paragraph (a) of this
AD thereafter at intervals not to exceed 400
flight hours until accomplishment of the
optional terminating action specified by
paragraph (c) of this AD.



Federal Register/Vol. 65, No. 216/ Tuesday, November 7, 2000/Rules and Regulations

66615

(2) If any discrepancy is detected, prior to
further flight, replace, one at a time, each
affected fastener with a new fastener having
a washer, in accordance with the service
bulletin. Repeat the inspection required by
paragraph (a) of this AD thereafter at
intervals not to exceed 400 flight hours until
accomplishment of the optional terminating
action specified by paragraph (c) of this AD.

Note 5: Replacement of the attaching
fasteners one at a time will avoid the loss of
the servo tab or spring tab hinge fittings
position.

Optional Terminating Action

(c) Rework (including installation of the
elevator servo and spring tabs; and
reidentification, static balancing, and
installation of the elevator) of all elevator
servo and spring tabs in accordance with Part
1T of the Accomplishment Instructions of
S.B. 145-055-0022, Change 02, dated May 4,
2000, constitutes terminating action for the
repetitive inspections required by this AD.
Model EMB-135 and EMB-145 series
airplanes having serial numbers 145004
through 145043, must accomplish the
modifications specified by S.B. 145-27-0034,
Change 01, dated August 5, 1998, prior to the
rework specified by this paragraph.

Note 6: Modifications of certain airplanes
specified in paragraph (c) of this AD,
accomplished before the effective date of this
amendment, in accordance with S.B. 145—
27-0034, dated April 3, 1998, are considered
acceptable for compliance with the
modification requirement in paragraph (c) of
this AD.

Reporting Requirement

(d) Submit a report of inspection findings
for any discrepancy detected during any
inspection required by paragraph (a) of this
AD to Empresa Brasileira de Aeronautica
S.A. (EMBRAER), P.O. Box 343—CEP 12.225,
Sao Jose dos Campos—SP, Brazil; at the
applicable time specified in paragraph (d)(1)
or (d)(2) of this AD. Information collection
requirements contained in this regulation
have been approved by the Office of
Management and Budget (OMB) under the
provisions of the Paperwork Reduction Act of
1980 (44 U.S.C. 3501 et seq.) and have been
assigned OMB Control Number 2120-0056.

(1) For airplanes on which any inspection
is accomplished after the effective date of
this AD: Submit the report within 10 days
after performing any detailed visual
inspection required by paragraph (a) of this
AD.

(2) For airplanes on which any inspection
has been accomplished prior to the effective
date of this AD: Submit the report within 10
days after the effective date of this AD.

Alternative Methods of Compliance

(e)(1) 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, Atlanta
Aircraft Certification Office (ACO), FAA.
Operators shall submit their requests through
an appropriate FAA Principal Maintenance

Inspector, who may add comments and then
send it to the Manager, Atlanta ACO.

(2) Alternative methods of compliance,
approved previously in accordance with AD
2000-04—-09, amendment 39-11591, are
approved as alternative methods of
compliance with this AD.

Note 7: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Atlanta ACO.

Special Flight Permits

(f) 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 airplane to
a location where the requirements of this AD
can be accomplished.

Incorporation by Reference

(g) The inspections shall be done in
accordance with Embraer Service Bulletin
145-55-0024, dated May 25, 2000. This
incorporation by reference was approved by
the Director of the Federal Register in
accordance with 5 U.S.C. 552(a) and 1 CFR
part 51. Copies may be obtained from
Empresa Brasileira de Aeronautica S.A.
(EMBRAER), P.O. Box 343—CEP 12.225, Sao
Jose dos Campos—SP, Brazil. Copies may be
inspected at the FAA, 1601 Lind Avenue,
SW., Renton, Washington; or at the FAA, One
Crown Center, 1895 Phoenix Boulevard, suite
450, Atlanta, Georgia; or at the Office of the
Federal Register, 800 North Capitol Street,
NW., suite 700, Washington, DC.

Note 8: The subject of this AD is addressed
in Brazilian airworthiness directives 1999—
09-01R2, dated May 1, 2000, and 2000—05—
01, dated May 25, 2000.

Effective Date of This AD

(h) This amendment becomes effective on
November 22, 2000.

Issued in Renton, Washington, on October
27, 2000.

Donald L. Riggin,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.
[FR Doc. 00-28087 Filed 11-6—-00; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2000-NM-121-AD; Amendment
39-11958; AD 2000-22-12]

RIN 2120-AA64

Airworthiness Directives; Empresa
Brasileira de Aeronautica S.A.
(EMBRAER) Model EMB-120 Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD),
applicable to certain EMBRAER Model
EMB-120 series airplanes, that requires
replacement of the existing wire
between certain circuit breakers with an
improved wire. The actions specified by
this AD are intended to prevent
overheating of the wire between certain
circuit breakers, which could result in
smoke emissions in the cockpit. This
action is intended to address the
identified unsafe condition.

DATES: Effective December 12, 2000.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of December
12, 2000.

ADDRESSES: The service information
referenced in this AD may be obtained
from Empresa Brasileira de Aeronautica
S.A. (EMBRAER), P.O. Box 343—CEP
12.225, Sao Jose dos Campos—SP,
Brazil. This information may be
examined at the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, Rules Docket,
1601 Lind Avenue, SW., Renton,
Washington; or at the FAA, Atlanta
Aircraft Certification Office, One Crown
Center, 1895 Phoenix Boulevard, suite
450, Atlanta, Georgia; or at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Carla Worthey, Program Manager,
Program Management & Services
Branch, ACE-118A, FAA, Atlanta
Aircraft Certification Office, One Crown
Center, 1895 Phoenix Boulevard, suite
450, Atlanta, Georgia 30349; telephone
(770) 703—-6062; fax (770) 703—6097.

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 certain EMBRAER
Model EMB-120 series airplanes, was
published in the Federal Register on
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July 31, 2000 (65 FR 46671). That action
proposed to require replacement of the
existing wire between certain circuit
breakers with an improved wire.

Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were submitted in response
to the proposal or the FAA’s
determination of the cost to the public.

Conclusion

The FAA has determined that air
safety and the public interest require the
adoption of the rule as proposed.

Cost Impact

The FAA estimates that 240 airplanes
of U.S. registry will be affected by this
AD, that it will take approximately 2
work hours per airplane to accomplish
the required action, and that the average
labor rate is $60 per work hour.
Required parts will cost approximately
$8 per airplane. Based on these figures,
the cost impact of this AD on U.S.
operators is estimated to be $30,720, or
$128 per airplane.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the requirements of this AD action, and
that no operator will accomplish those
actions in the future if this AD were not
adopted. The cost impact figures
discussed in AD rulemaking actions
represent only the time necessary to
perform the specific actions actually
required by the AD. These figures
typically do not include incidental
costs, such as the time required to gain
access and close up, planning time, or
time necessitated by other
administrative actions.

Regulatory Impact

The regulations adopted herein will
not have a substantial direct effect 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, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

For the reasons discussed above, I
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 location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
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 the following new airworthiness
directive:

2000-22-12 Empresa Brasileira de
Aeronautica S.A. (EMBRAER):
Amendment 39-11958. Docket 2000—
NM-121-AD.

Applicability: Model EMB—-120 series
airplanes, serial numbers 120003, 120004,
120006 through 120308 inclusive, 120310,
120312 through 120314 inclusive, 120316
through 120323 inclusive, and 120325
through 120330 inclusive; certificated in any
category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes 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 as indicated, unless
accomplished previously.

To prevent overheating of the wire between
certain circuit breakers, which could result in
smoke emissions in the cockpit, accomplish
the following:

Wire Replacement

(a) At the next scheduled maintenance
inspection (“A”-check), but no later than 400
flight hours after the effective date of this AD:
Replace the existing wire between circuit
breakers 0304 and 0358 with a wire coded
W200-1063-12, in accordance with
EMBRAER Service Bulletin 120-30-0028,
dated August 25, 1997.

Alternative Methods of Compliance

(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, Atlanta
Aircraft Certification Office (ACO), FAA.
Operators shall submit their requests through
an appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, Atlanta ACO.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Manager, Atlanta ACO.

Special Flight Permits

(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 airplane to
a location where the requirements of this AD
can be accomplished.

Incorporation by Reference

(d) The replacement shall be done in
accordance with EMBRAER Service Bulletin
120-30-0028, dated August 25, 1997. This
incorporation by reference was approved by
the Director of the Federal Register in
accordance with 5 U.S.C. 552(a) and 1 CFR
part 51. Copies may be obtained from
Empresa Brasileira de Aeronautica S.A.
(EMBRAER), P.O. Box 343—CEP 12.225, Sao
Jose dos Campos—SP, Brazil. Copies may be
inspected at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington; or at the FAA, Atlanta Aircraft
Certification Office, One Crown Center, 1895
Phoenix Boulevard, suite 450, Atlanta,
Georgia; or at the Office of the Federal
Register, 800 North Capitol Street, NW., suite
700, Washington, DC.

Note 3: The subject of this AD is addressed
in Brazilian airworthiness directive 97-11—
01, dated November 25, 1997.

Effective Date

(e) This amendment becomes effective on
December 12, 2000.

Issued in Renton, Washington, on October
27, 2000.
Donald L. Riggin,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 00—28088 Filed 11-6—-00; 8:45 am|
BILLING CODE 4910-13-P
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2000-SW-1-AD-1; Amendment
39-11959; AD 2000-22-13]

RIN 2120-AA64
Airworthiness Directives; Bell

Helicopter Textron Canada Model 430
Helicopters

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) for
Bell Helicopter Textron Canada (BHTC)
Model 430 helicopters that requires
calibration of the fuel quantity
indicating system. This amendment is
prompted by an operator report of an
inaccurate fuel quantity indicating
system. The actions specified by this AD
are intended to prevent an inaccurate
fuel quantity indicating system reading,
engine flameout due to fuel starvation,
and a subsequent forced landing.
DATES: Effective December 12, 2000.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of December
12, 2000.

ADDRESSES: The service information
referenced in this AD may be obtained
from Bell Helicopter Textron Canada,
12,800 Rue de I’Avenir, Mirabel, Quebec
JON1LO, telephone (450) 437—-2862 or
(800) 363-8023, fax (450) 433-0272.
This information may be examined at
the FAA, Office of the Regional Counsel,
Southwest Region, 2601 Meacham
Blvd., Room 663, Fort Worth, Texas; or
at the Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC.

FOR FURTHER INFORMATION CONTACT: Paul
Madej, Aviation Safety Engineer, FAA,
Rotorcraft Directorate, Standards Staff,
Fort Worth, Texas 76193—-0110,
telephone (817) 222-5125, fax (817)
222-5961.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an AD for BHTC Model 430
helicopters was published in the
Federal Register on August 9, 2000 (65
FR 48643). That action proposed to
require calibration of the fuel quantity
indicating system.

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 50 helicopters
of U.S. registry will be affected by this
AD, that it will take approximately 2
work hours per helicopter to accomplish
the required actions, and that the
average labor rate is $60 per work hour.
Based on these figures, the total cost
impact of the AD on U.S. operators is
estimated to be $6,000.

The regulations adopted herein will
not have a substantial direct effect 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, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

For the reasons discussed above, I
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 location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
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:

2000-22-13 Bell Helicopter Textron

Canada: Amendment 39-11959. Docket
No. 2000-SW-11-AD.

Applicability: Model 430 helicopters, serial
numbers 49001 through 49059, 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 (c) 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 at the next
scheduled fuel system calibration or at the
next annual inspection, whichever occurs
first, unless accomplished previously.

To prevent an inaccurate fuel quantity
indicating system reading, engine flameout
due to fuel starvation, and a subsequent
forced landing, accomplish the following:

(a) Calibrate the fuel quantity indicating
system in accordance with steps 1 through 21
of the Accomplishment Instructions, Bell
Helicopter Textron Alert Service Bulletin No.
430-99-13, dated December 13, 1999 (ASB).

(b) Insert BHT-430-MM-10, Chapter 95,
Revision 2, dated December 10, 1999, into
the Maintenance Manual.

(c) 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, Regulations
Group, Rotorcraft Directorate, FAA.
Operators shall submit their requests through
an FAA Principal Maintenance Inspector,
who may concur or comment and then send
it to the Manager, Regulations Group.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Regulations Group.

(d) 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.

(e) Calibrate the fuel quantity indicating
system in accordance with steps 1 through 21
of the Accomplishment Instructions, Bell
Helicopter Textron Alert Service Bulletin No.
430-99-13, dated December 13, 1999. This
incorporation by reference was approved by
the Director of the Federal Register in
accordance with 5 U.S.C. 552(a) and 1 CFR
part 51. Copies may be obtained from Bell
Helicopter Textron Canada, 12,800 Rue de
I’Avenir, Mirabel, Quebec JON1LO,
telephone (450) 437—-2862 or (800) 363—8023,
fax (450) 433-0272. Copies may be inspected
at the FAA, Office of the Regional Counsel,
Southwest Region, 2601 Meacham Blvd.,
Room 663, Fort Worth, Texas; or at the Office
of the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.

(f) This amendment becomes effective on
December 12, 2000.
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Note 3: The subject of this AD is addressed
in Transport Canada (Canada) AD No. CF—
2000-04, dated February 8, 2000.

Issued in Fort Worth, Texas, on October 27,
2000.
Henry A. Armstrong,

Manager, Rotorcraft Directorate, Aircraft
Certification Service.

[FR Doc. 00-28235 Filed 11-6—00; 8:45 am]
BILLING CODE 4910-13-U

COMMODITY FUTURES TRADING
COMMISSION

17 CFR Part 1

RIN 3038-AB54

Minimum Financial Requirements for
Futures Commission Merchants and
Introducing Brokers; Amendment to
the Capital Charge on Unsecured
Receivables Due From Foreign
Brokers

AGENCY: Commodity Futures Trading
Commission.

ACTION: Final rule.

SUMMARY: The Commodity Futures
Trading Commission. (“Commission”)
is amending its net capital rule to
expand the exemption from the five
percent capital charge that a futures
commission merchant (“FCM”) or
introducing broker is required to take
against unsecured foreign broker
receivables in computing its adjusted
net capital.?

EFFECTIVE DATE: December 7, 2000.

FOR FURTHER INFORMATION CONTACT:
Thomas J. Smith, Special Counsel,
Division of Trading and Markets,
Commodity Futures Trading
Commission, Three Lafayette Center,
1155 21st Street, NW, Washington, DC
20581; telephone (202) 418-5495;
electronic mail tsmith@cftc.gov; or
Henry J. Matecki, Financial Audit and
Review Branch, Division of Trading and
Markets, Commodity Futures Trading
Commission, 300 South Riverside Plaza,
Suite 1600 North, Chicago, IL 60606;
telephone (312) 353-6642; electronic
mail hmatecki@cftc.gov.

SUPPLEMENTARY INFORMATION:

1 An introducing broker (“IB”) is required to
maintain minimum adjusted net capital of $30,000,
unless the IB has entered into a guarantee
agreement with an FCM in the form prescribed in
the Commission’s rules. The industry has
commonly distinguished between such IBs as
Guaranteed IBs and Independent IBs (“IBIs”), the
latter being subject to the $30,000 minimum capital
requirement. The rule changes being adopted herein
affect those IBs identified as IBIs.

I. Rule Amendments

On August 28, 2000, the Commission
published for comment proposed
amendments to Rule 1.17(c)(5)(xiii)
(“proposing release”).2 The comment
period expired on September 27, 2000.
No comments were received.
Accordingly, the Commission is
adopting the amendments as proposed.

Commission Rule 1.17(c)(5)(xiii)
requires an FCM or IBI, in computing its
adjusted net capital, to take a five
percent capital charge on any unsecured
receivables resulting from commodity
futures and option transactions
executed on foreign boards of trade and
which are due from foreign brokers that
are not registered with the Commission
as FCMs or with the Securities and
Exchange Commission (“SEC”’) as
securities brokers or dealers.? As more
fully set forth in the proposing release,
Rule 1.17(c)(5)(xiii) currently permits an
FCM or IBI to exclude from the five
percent capital charge that portion of
the unsecured receivable that represents
amounts required to be on deposit to
maintain futures and option positions
transacted on foreign boards of trade.
Deposits in excess of required margin or
performance bond are subject to the
capital charge. In addition, to be exempt
from the capital charge, the receivable
must be due from a foreign broker that
has received confirmation of
“comparability relief” in accordance
with a Commission order issued under
Rule 30.10 and the margin deposits
must be held by the foreign broker itself,
another foreign broker that has received
confirmation of Rule 30.10
“comparability relief,” or at a
depository that qualifies as a depository
pursuant to Rule 30.7 and which is
located within the same jurisdiction as
either foreign broker.*

265 FR 52051 (August 28, 2000).

3 Commission regulations cited herein may be
found at 17 CFR Ch. I (2000).

4Under Rule 30.10 and Appendix A thereto, the
Commission may exempt a foreign firm from
compliance with certain Commission rules
provided that a comparable regulatory system exists
in the firm’s home country and that certain
safeguards are in place to protect U.S. customers,
including an information-sharing arrangement
between the Commission and the firm’s home
country regulator or self-regulatory organization
(“SRO”’). Once the Commission determines that the
foreign jurisdiction’s regulatory structure offers
comparable regulatory oversight, the Commission
issues an order granting general relief subject to
certain conditions. Foreign firms seeking
confirmation of this relief must make certain
representations set forth in the Rule 30.10 order
issued to the regulator or SRO from the firm’s home
country. Appendix C to Part 30 lists those foreign
regulators and SROs that have been issued a Rule
30.10 order by the Commission.

Rule 30.7(c) sets forth acceptable depositories for
funds deposited by U.S. customers with foreign

The amendments being adopted
herein increase the maximum amount
eligible for exclusion from the five
percent capital charge to the greater of:
150 percent of the amount immediately
required to support futures and option
transactions in an account; or 100
percent of the maximum amount
required to support futures and option
transactions at any time during the
preceding six-month period. The
amendments are intended to provide
FCMs and IBIs with greater flexibility
with respect to their cash and risk
management while also reducing costs
associated with frequent transfers of
excess margin funds out of foreign
brokers in order to avoid the five
percent capital charge.

The amendments also eliminate the
requirement that an FCM or IBI be
responsible for monitoring the ultimate
destination of margin funds deposited
with a Rule 30.10 foreign broker in
order for such funds to qualify for the
exemption from the capital charge. As
set forth in the proposing release, by
granting Rule 30.10 “comparability
relief” to a foreign broker, the
Commission has made a determination
that the foreign broker is subject to a
regulatory structure that is comparable
to the structure imposed on entities that
operate on U.S. futures exchanges. Of
particular relevance is that the
Commission, as part of the Rule 30.10
petition process, assesses the extent to
which a foreign broker is subject to a
regulatory program that imposes bona
fide minimum financial requirements
on its regulatees or members and that
provides for the protection of customers
by the segregation of funds and
bankruptcy rules.5 The Commission’s
determination that these standards and
protections exist and are enforced
supports an easing of the capital charge.

II. Related Matters

A. Regulatory Flexibility Act

The Regulatory Flexibility Act
(“RFA”), 5 U.S.C. 601-611, requires that
agencies, in adopting rules, consider the
impact of those rules on small
businesses. The Commission has
previously established certain
definitions of “small entities” to be used
by the Commission in evaluating the
impact of its rules on such entities.® The
Commission previously has determined

brokers for futures and option trading on foreign
boards of trade.

5 The specific elements examined in evaluating
whether a particular foreign regulatory program
provides a basis for permitting substituted
compliance for purposes of exemptive relief
pursuant to Rule 30.10 are set forth in Appendix A
to Part 30.

647 FR 18618-18621 (April 30, 1982).
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that registered FCMs are not small
entities for the purposes of the RFA.”
With respect to IBIs, the Commission
stated that it is appropriate to evaluate
within the context of a particular rule
whether some or all introducing broker
should be considered to be small
entities and, if so, to analyze the
economic impact on such entities at that
time.®2 The amendments to Rule
1.17(c)(5)(xiii) expanding the amount of
funds that may be excluded from the
foreign brokers receivable capital charge
do not impose additional requirements
on an IBI. Therefore, the Chairman, on
behalf of the Commission, certifies that
these regulations will not have a
significant economic impact on a
substantial number of small entities.

B. Paperwork Reduction Act

The Paperwork Reduction Act of
1995, 44 U.S.C. 3501 et seq. (Supp. I
1995), imposes certain requirements on
federal agencies (including the
Comimission) to review rules and rule
amendments to evaluate the information
collection burden that they impose on
the public. The Commission believes
that the amendments to Rule
1.17(c)(5)(xiii) will impose a minimal
information collection burden on the
public, namely those FCMs and IBIs
who wish to take advantage of the
exemption will be required to maintain
a record of the margins required to be
on deposit with a foreign broker over
the preceding six month period.
However, this burden is believed to be
minimal when compared to the capital
savings to be generated by the exclusion
of increased amounts from the capital
charge.

List of Subjects in 17 CFR Part 1

Brokers, Commodity futures.

In consideration of the foregoing and
pursuant to the authority contained in
the Commodity Exchange Act and, in
particular, Sections 4(b), 4f, 4g, and
8a(5) thereof, 7 U.S.C. 6(b), 6d, 6g, and
12a(5), the Commission hereby amends
Chapter I of Title 17 of the Code of
Federal Regulations as follows:

PART 1—GENERAL REGULATIONS
UNDER THE COMMODITY EXCHANGE
ACT

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

Authority. 7 U.S.C. 1a, 2, 2a, 4, 4a, 6, 6a,
6b, 6¢, 6d, 66, 6f, 6g, 6h, 6i, 6j, 6k,61, 6m, 61,
60, 6p, 7, 7a, 7b, 8, 9, 12, 12a 12c, 13a, 13a—
1, 16, 16a, 19, 21, 23, and 24.

747 FR 18619-1820.
848 FR 35248, 35275-78 (August 3, 1983).

2. Section 1.17 is amended by revising
paragraph (c)(5)(xiii) to read as follows:

§1.17 Minimum financial requirements for
futures commission merchants and
introducing brokers.

* * * * *

(C] R

(5] * x %

(xiii) Five percent of all unsecured
receivables includable under paragraph
(c)(2)(ii)(D) of this section used by the
applicant or registrant in computing
“net capital” and which are not due
from:

(A) A registered futures commission
merchant;

(B) A broker or dealer that is
registered as such with the Securities
and Exchange Commission; or

(C) A foreign broker that has been
granted comparability relief pursuant to
§30.10 of this chapter, Provided,
however, that the amount of the
unsecured receivable not subject to the
five percent capital charge is no greater
than 150 percent of the current amount
required to maintain futures and option
positions in accounts with the foreign
broker, or 100 percent of such greater
amount required to maintain futures
and option positions in the accounts at
any time during the previous six-month
period, and Provided, that, in the case
of customer funds, such account is
treated in accordance with the special
requirements of the applicable
Commission order issued under §30.10
of this chapter.

* * * * *

Issued in Washington, DC, on November 1,
2000, by the Commission.

Jean A. Webb,

Secretary of the Commission.

[FR Doc. 00-28492 Filed 11-6—-00; 8:45 am)]
BILLING CODE 6351-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 524

Ophthalmic and Topical Dosage Form
New Animal Drugs; Enrofloxacin,
Silver Sulfadiazine Emulsion

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Bayer
Corp., Agriculture Division, Animal

Health. The NADA provides for
veterinary prescription use of an
enrofloxacin/silver sulfadiazine otic
emulsion to treat otitis externa in dogs.

DATES: This rule is effective November
7, 2000.

FOR FURTHER INFORMATION CONTACT:
Melanie R. Berson, Center for Veterinary
Medicine (HFV-110), Food and Drug
Administration, 7500 Standish Pl.,
Rockville, MD 20855, 301-827—7540.

SUPPLEMENTARY INFORMATION: Bayer
Corp., Agriculture Division, Animal
Health, P.O. Box 390, Shawnee Mission,
KS 66201, filed NADA 141-176 that
provides for veterinary prescription use
of BAYTRILT (0.5 % enrofloxacin/1.0%
silver sulfadiazine) Otic Emulsion for
the treatment of otitis externa in dogs.
The NADA is approved as of September
29, 2000, and the regulations are
amended in 21 CFR part 524 by adding
new section 524.802 to reflect the
approval. The basis of approval is
discussed in the freedom of information
summary.

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

Under section 512(c)(2)(F)(ii) of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360b(c)(2)(F)(ii)), this
approval qualifies for 3 years of
marketing exclusivity beginning
September 29, 2000, because the
application contains substantial
evidence of effectiveness of the drug
involved, or any studies of animal
safety, required for approval of the
application and conducted or sponsored
by the applicant.

The agency has determined under 21
CFR 25.33(d)(1) 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.

This rule does not meet the definition
of “rule” in 5 U.S.C. 804(3)(A) because
it is a rule of “particular applicability.”
Therefore, it is not subject to the
congressional review requirements in 5
U.S.C. 801-808.

List of Subjects in 21 CFR Part 524

Animal drugs.
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Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 524 is amended as follows:

PART 524—OPHTHALMIC AND
TOPICAL DOSAGE FORM NEW
ANIMAL DRUGS

1. The authority citation for 21 CFR
part 524 continues to read as follows:

Authority: 21 U.S.C. 360b.

2. Section 524.802 is added to read as
follows:

§524.802 Enrofloxacin, silver sulfadiazine
emulsion.

(a) Specifications. Each milliliter
contains 5 milligrams (mg) enrofloxacin
and 10 mg silver sulfadiazine.

(b) Sponsor. See No. 000859 in
§510.600(c) of this chapter.

(c) Conditions of use—Dogs—(1)
Amount. 5 to 10 drops for dogs
weighing 35 pounds (lb) or less and 10
to 15 drops for dogs weighing more than
35 lb; applied twice daily for up to 14
days.

(2) Indications for use. For the
treatment of otitis externa in dogs.

(3) Limitations. Federal law restricts
this drug to use by or on the order of
a licensed veterinarian. Federal law
prohibits the extra-label use of this drug
in food-producing animals.

Dated: October 26, 2000.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 00-28520 Filed 11-6—00; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 558

New Animal Drugs for Use in Animal
Feeds; Decoquinate and
Chlortetracycline

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Alpharma,
Inc. The NADA provides for use of
approved decoquinate and
chlortetracycline (CTC) Type A
medicated articles to make two-way
combination Type B and Type C
medicated feeds for calves, beef and
nonlactating dairy cattle used for
prevention of coccidiosis, treatment of
bacterial enteritis, and treatment of
bacterial pneumonia.

DATES: This rule is effective November
7, 2000.

FOR FURTHER INFORMATION CONTACT:
Janis R. Messenheimer, Center for
Veterinary Medicine (HFV-135), Food
and Drug Administration, 7500 Standish
Pl., Rockville, MD 20855, 301-827—
7578.

SUPPLEMENTARY INFORMATION: Alpharma
Inc., One Executive Dr., P.O. Box 1399,
Fort Lee, NJ 07024, filed NADA 141-147
that provides for use of Deccox™ (27.2
grams per pound g/1b) and ChlorMax™
(50, 65, or 70 g/lb CTC) Type A
medicated articles to make combination
drug Type B and Type C medicated
feeds for calves, beef and nonlactating
dairy cattle. The combination Type C
feeds are for prevention of coccidiosis
caused by Eimeria bovis and E. zuernii,
for treatment of bacterial enteritis
caused by Escherichia coli, and for
treatment of bacterial pneumonia
caused by Pasteurella multocida
organisms susceptible to CTC. The
NADA is approved as of September 29,
2000, and the regulations are amended
in the table in 21 CFR 558.195(d) to
reflect the approval. The basis of
approval is discussed in the freedom of
information summary.

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch

(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

The agency has determined under 21
CFR 25.33(a)(2) 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.

This rule does not meet the definition
of “rule” in 5 U.S.C. 804(3)(A) because
it is a rule of “particular applicability.”
Therefore, it is not subject to the
congressional review requirements in 5
U.S.C. 801-808.

List of Subjects in 21 CFR Part 558

Animal drugs, Animal feeds.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under the
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 558 is amended as follows:

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

1. The authority citation for 21 CFR
part 558 continues to read as follows:

Authority: 21 U.S.C. 360b, 371.

2. Section 558.195 is amended in the
table in paragraph (d) by adding an
entry following the indication for
“Cattle” at the 13.6 to 27.2 grams per
ton decoquinate dose level and before
the entry for “Cattle” at the 13.6 to
535.7 grams per ton dose level, to read
as follows:

§558.195 Decoquinate.

* * * * *

(d)* E
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3?;%%“&??&? Combingg??oir? grams Indications for use Limitations Sponsor

Chilortetracycline ap-
proximately 400,
varying with body
weight and feed con-
sumption to provide
10 mg/lb of body
weight per day.

Calves, beef and nonlactating dairy cat-

tle: prevention of coccidiosis caused
by Eimeria bovis and E. zuernii, for
treatment of bacterial enteritis caused
by Escherichia coli, and for treatment
of bacterial pneumonia caused by
Pasteurella multocida organisms sus-
ceptible to chlortetracycline.

Feed Type C feed to provide 22.7 mg

046573
decoquinate and 1 g chlortetracycline/
100 Ib body weight (0.5 mg/kg)/day
for not more than 5 days. Type C
feed may be prepared from Type B
feed containing 535.8 to 5,440 g/ton
decoquinate and 6,700 to 80,000 g/
ton chlortetracycline. When con-
sumed, feed 22.7 mg decoquinate/
100 Ib body weight/day for a total of
28 days to prevent coccidiosis. With-
draw 24 hours prior to slaughter. Do
not feed to calves to be processed for

veal. Do not feed to animals pro-

ducing milk for food.
*

* *

Dated: October 26, 2000.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 00-28524 Filed 11-6—00; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 558

New Animal Drugs for Use in Animal
Feeds; Pyrantel Tartrate

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of an abbreviated new animal
drug application (ANADA) filed by
Farnam Companies, Inc. The ANADA
provides for use of pyrantel tartrate in
horse feed for the prevention and
control of various species of internal
parasites.

DATES: This rule is effective November
7, 2000.

FOR FURTHER INFORMATION CONTACT.:
Lonnie W. Luther, Center for Veterinary
Medicine (HFV-102), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 301-827—0209.
SUPPLEMENTARY INFORMATION: Farnam
Companies, Inc., 301 West Osborn,
Phoenix, AZ 85013-3928, is sponsor of
ANADA 200-282 that provides for use
of CONTINUEX™ (pyrantel tartrate)
Daily Dewormer. The ANADA provides

for use of pyrantel tartrate in horse feed
for the prevention and control of various
species of internal parasites. The
ANADA is approved as a generic copy
of Pfizer Inc.’s NADA 140-819 for
STRONGIDU 48. ANADA 200-282 is
approved as of September 26, 2000, and
the regulations are amended in 21 CFR
558.485 to reflect the approval. The
basis for approval is discussed in the
freedom of information summary.

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

The agency has determined under 21
CFR 25.33(a)(1) 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.

This rule does not meet the definition
of “rule” in 5 U.S.C. 804(3)(A) because
it is a rule of “‘particular applicability.”
Therefore, it is not subject to the
congressional review requirements in 5
U.S.C. 801-808.

List of Subjects in 21 CFR Part 558

Animal drugs, Animal feeds.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to

the Center for Veterinary Medicine, 21
CFR part 558 is amended as follows:

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

1. The authority citation for 21 CFR
part 558 continues to read as follows:
Authority: 21 U.S.C. 360b, 371.

2. Section 558.485 is amended by
adding paragraph (a)(29) to read as
follows:

§558.485 Pyrantel tartrate.

(a) * *x %

(29) To 017135: 48 grams per pound,
paragraph (e)(2) of this section.
*

* * * *
Dated: October 26, 2000.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.

[FR Doc. 00-28523 Filed 11-6—00; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 600 and 606
[Docket No. 97N-0242]
Biological Products: Reporting of

Biological Product Deviations in
Manufacturing

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
regulation requiring licensed
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manufacturers of biological products to
report errors and accidents in
manufacturing that may affect the
safety, purity, or potency of a product.
FDA also is amending the current good
manufacturing practice (CGMP)
regulations for blood and blood
components to require establishments
involved in the manufacture of blood
and blood components, including
licensed manufacturers, unlicensed
registered establishments and
transfusion services, to report biological
product deviations in manufacturing.
The final rule requires licensed
manufacturers, unlicensed registered
blood establishments, and transfusion
services who had control over the
product when a deviation occurred to
report to FDA the biological product
deviation if the product has been
distributed. The final rule also
establishes a 45-day reporting period.
FDA is issuing the final rule as part of
a retrospective review under Executive
Order 12866 of significant FDA
regulations to improve the effectiveness
of FDA’s regulatory program.

DATES: This rule is effective May 7,
2000.

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, 301-827—-6210.
SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of September
23,1997 (62 FR 49642), FDA published
a proposed rule to amend the
requirements for reporting errors and
accidents in manufacturing biological
products in § 600.14 (21 CFR 600.14).
The proposed rule would also have
added § 606.171 and expanded the
requirement for reporting of errors and
accidents in the manufacturing of
biological products to include
unlicensed registered blood
establishments and transfusion services.
FDA provided 90 days for comments on
the proposed rule.

FDA is extending a reporting
requirement to establishments defined
in 21 CFR 607.3(c) that manufacture
blood and blood components. Such
establishments include unlicensed
registered blood establishments and
transfusion services (hereinafter referred
to as “unlicensed blood
establishments’’). FDA believes this
action is necessary because it has
observed an increase in the number of
product recalls initiated by unlicensed
blood establishments due to biological
product deviations in manufacturing

that were not reported voluntarily to the
agency. FDA is also narrowing the scope
of the reporting requirement as
discussed in section II of this document
to those reports that are necessary to
protect the public health, while
relieving industry of some reporting
burden. FDA also believes the reporting
requirement will address concerns,
identified by the Office of Inspector
General of the Department of Health and
Human Services, that: (1) Error and
accident reports required under § 600.14
were not being submitted in a timely
manner; and (2) unlicensed blood
establishments were not obligated to
submit such reports.

II. Highlights of the Final Rule

In response to comments received on
the proposed rule, FDA has revised
several substantive provisions of the
proposed rule. FDA has replaced the
term “error and accident”with the term
“biological product deviation.” In
§§600.14(b) and 606.171(b), the final
rule more clearly describes the types of
events, now termed ‘‘biological product
deviations,” that must be reported to
FDA. These are events which may affect
the safety, purity, or potency of a
distributed biological product and
which represent either a deviation from
CGMP, applicable regulations,
applicable standards, or established
specifications, or are unforeseen or
unexpected.

In an effort to reduce the reporting
burden on both industry and the agency,
while protecting the public health, FDA
has changed the threshold for when a
deviation must be reported. As
proposed, a licensed manufacturer or
unlicensed blood establishment would
have reported deviations related to
products “made available for
distribution.” The final rule focuses on
deviations involving distributed
products only, because such deviations
may involve products administered to
patients, and therefore present the
greatest risk to public health.

FDA defines the terms “distributed”
and “control” to make clear that the
reporting requirement applies only to
distributed product. The final rule
defines “distributed” as meaning the
biological product has left the control of
the licensed manufacturer or unlicensed
blood establishment; or the licensed
manufacturer has provided Source
Plasma or any other blood component
for use in the manufacture of a licensed
product. “Control” is defined as having
responsibility for maintaining a
product’s continued safety, purity, and
potency, and compliance with
applicable product and establishment
standards and CGMP requirements.

If the product never leaves the control
of the licensed manufacturer or
unlicensed blood establishment, no
biological product deviation report
(BPDR) should be filed. However, the
licensed manufacturer or unlicensed
blood establishment who discovers a
biological product deviation before the
product has left its control must
investigate the deviation. Such an
obligation exists independent of this
rule. For example, under CGMP, a
licensed manufacturer must thoroughly
investigate unexplained discrepancies
and batch failures, including the failure
of a product to meet specifications, and
must document the discovery,
investigation, and followup taken (parts
211 and 820 (21 CFR parts 211 and
820)). Manufacturers of in vitro
products licensed under section 351 of
the Public Health Service Act (PHS Act)
(42 U.S.C. 262) must investigate the
cause of nonconformities related to
product, processes, and the quality
system, and identify the action needed
to correct and prevent recurrence of
nonconforming product and other
quality problems ( § 820.100). The
CGMP regulations applicable to licensed
and unlicensed blood establishments
provide, “A thorough investigation,
including the conclusions and follow-
up, of any unexplained discrepancy or
the failure of a lot or unit to meet any
of its specifications shall be made and
recorded” (§606.100(c) (21 CFR
606.100(c))). FDA will monitor internal
quality assurance (QA) procedures
through routine inspections.

In § 600.14(a)(2)(i), FDA has limited
the exception to the reporting
requirement for manufacturers of in
vitro diagnostic products to
manufacturers who only manufacture in
vitro diagnostic products that are not
licensed under section 351 of the PHS
Act. Manufacturers of such products
continue to have reporting obligations
under 21 CFR part 803. Establishments
that manufacture both in vitro
diagnostic products licensed under
section 351 of the PHS Act and
unlicensed medical devices will be
required to report under § 600.14 only
those events which may affect the
safety, purity, or potency of the licensed
product.

In § 600.14(a)(2)(iii), FDA is clarifying
the reporting requirement for licensed
manufacturers of biological products
when the manufacturer, as part of its
license application, is approved to
manufacture Source Plasma or any other
blood component for further
manufacture of other biological
products. When a biological product
deviation occurs during the
manufacture of the Source Plasma or
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any other blood component, the BPDR
must be submitted under §606.171.
When a biological product deviation
occurs after the manufacture of that
Source Plasma or any other blood
component and during the manufacture
of another biological product, the BPDR
is submitted under § 600.14. When a
licensed manufacturer provides Source
Plasma or any other blood component
for use in the manufacture of another
licensed biological product, such Source
Plasma or any other blood component
has been distributed under § 606.3(k).

FDA also is clarifying the reporting
responsibilities of licensed
manufacturers and unlicensed blood
establishments who contract out certain
manufacturing steps. A manufacturer
who contracts with another person to
perform any manufacturing step but
who retains control over the product is
still responsible for reporting under the
rule even if the deviation occurred or
was discovered at the contract
establishment. Sections 600.14(a)(1) and
606.171(a)(1) make explicit that licensed
manufacturers and unlicensed blood
establishments must establish, maintain,
and follow a procedure for receiving
from their contractors the information
necessary to fulfill their reporting
requirements.

FDA is retaining the proposed 45-day
reporting time in the final rule but is
clarifying that the 45-day time period
runs from the date that the
manufacturer, its agent, or another
person performing a manufacturing,
holding, or distribution step under the
manufacturer’s control, first discovers
information reasonably suggesting a
reportable event has occurred. FDA is
also adding a requirement in
§§600.14(d) and 606.171(d) that
licensed manufacturers and unlicensed
blood establishments use Form FDA—
3486 to report biological product
deviations. This form is available in
paper form and also on the Internet.
Sections 600.14(e) and 606.171(e)
indicate where and how the BPDR form
should be submitted.

Finally, FDA has written the final rule
using plain language in accordance with
the presidential memorandum on plain
language in government writing, dated
June 1, 1998. FDA has adopted the plain
language approach to make its written
communications with the public more
accessible and understandable. As a
result, FDA is expanding § 600.14 and
606.171 in the final rule to address the
following: (1) Who must report, (2)
What must be reported, (3) When must
the report be submitted, (4) How must
the report be submitted, and (5) Where
must the report be sent?

ITII. Comments on the Proposed Rule
and FDA Responses

FDA received 98 comments on the
proposed rule. The comments were
submitted by manufacturers, blood
establishments, trade associations,
professional associations, Department of
Defense, and individuals. In addition,
the Office of Management and Budget
(OMB) forwarded to FDA a number of
comments it received on the proposed
rule. Thirty-two comments supported
FDA’s goal of creating a standardized
reporting system to identify biological
product deviations in manufacturing
and recognized the importance to blood
safety of requiring prompt reporting of
biological product deviations in the
manufacture of blood and blood
components. Fifteen comments objected
to the proposed rule. Several comments,
mostly those from transfusion services
and pharmaceutical entities, objected to
a mandatory reporting requirement
being applied to them. Several
expressed concerns that the reporting
burden would be overwhelming.

In general, the comments expressed
specific concerns about the scope and
content of the proposed rule and
requested clarification of certain
definitions. FDA summarizes and
responds to each of the received
comments in the following sections.

A. General Comments

(Comment 1) Twenty-one comments
questioned the public health benefit of
the proposed rule and asked FDA to
further define its public health and
safety objective. Many of the comments
suggested that the reporting system
overlapped existing QA programs and
was, therefore, unnecessary.

The objectives of the biological
product deviation reporting requirement
are to: (1) Enable FDA to respond when
public health may be at risk, (2)
expedite reporting of biological product
deviations in manufacturing, (3) provide
FDA with uniform data to track trends
that may indicate broader threats to the
public health, (4) create a uniform
reporting requirement that can be
enforced against noncomplying entities,
and (5) help ensure licensed
manufacturers and unlicensed blood
establishments are taking appropriate
actions to investigate and correct
biological product deviations.

The reporting system will enable the
agency to evaluate and monitor blood
establishments in response to detected
deviations, and regularly alert field staff
and blood establishments with trend
analysis of the types of deviations
reported. Under the existing rule, there
were two impediments to the success of

the reporting process: (1) Error and
accident reports were not being
submitted in a timely manner by
establishments, and (2) there was no
assurance that unlicensed blood
establishments were submitting reports.

The reporting system is not intended
to overlap QA programs. Instead, it
provides FDA with information that an
individual establishment’s QA program
may not detect. For example, if an event
occurs once a year in every
establishment, it may not appear
significant to any single establishment.
The reporting system will allow FDA to
recognize the significance of that event
in a timely fashion and to take
appropriate action to protect the public
health. Reporting of biological product
deviations will enable FDA to identify
areas in which further regulation or
guidance is needed to assist licensed
manufacturers and unlicensed blood
establishments in decreasing the
occurrence of these events.

(Comment 2) Fifty comments wanted
to know how FDA will use or analyze
the information and what procedure
FDA will use to respond to reports
received under the rule. Two comments
stated that the reports should not be
used as a basis for issuing a Form FDA—-
483.

A BPDR alone will not be a basis for
issuing a Form FDA-483. Form FDA-
483 is a list a list of observations noted
during an FDA inspection and issued to
the firm at the conclusion of the
inspection. The firm is expected to
respond to the observations and make
the necessary corrections. First, this
information will aid FDA, licensed
manufacturers, and unlicensed blood
establishments in appropriately
targeting QA efforts to improve product
quality and reduce manufacturing
problems. In addition to reviewing
reports upon receipt at FDA, FDA will
review all reports during routine
inspections and examine all
manufacturing deviations, not merely
reportable deviations, to ensure that the
establishment has followed all
established standard operating
procedures (SOP’s) related to
investigation, followup, and reporting of
deviations. Secondly, the BPDR’s will
inform FDA about specific problems
licensed manufacturers and unlicensed
blood establishments encounter in the
manufacture of biological products.
FDA intends to provide this data to
industry, in accordance with its
responsibility to safeguard trade secrets
and confidential commercial
information. FDA already provides this
kind of data in fiscal quarter summaries,
available to the public by mail,
facsimile, and Internet. Thirdly, these
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reports will identify areas needing
future guidance from the agency. FDA
will issue such guidance in accordance
with its good guidance practices
(GGP’s).

A BPDR alone will not be a basis for
issuing a Form FDA-483. However, a
documented failure to follow CGMP or
other regulatory compliance problem
connected to a deviation may become an
observation on a Form FDA-483. For
example, an investigator may include an
observation under one of the following
conditions: (1) The deviation reoccurs
because of inadequate corrective action,
(2) investigation of the deviation is
inadequate, or (3) the deviation
represents an underlying systemic
problem in the operation. Significant
CGMP deficiencies related to a BPDR
may also become the subject of a Form
FDA-483 observation. Of course, an
investigator may include the failure to
file a BPDR as an observation on a Form
FDA-483.

(Comment 3) Several comments
expressed concern that FDA would not
have the resources to handle the reports
submitted under the proposed rule.

After reviewing the comments to the
proposed rule, FDA has worked actively
to reduce the burden of reporting on
licensed manufacturers, unlicensed
blood establishments, and the agency
under the final rule. FDA has refocused
the final rule to require reports only for
distributed products. FDA is also
developing a standardized format for
reporting, which will not only
streamline the process for the reporter,
but also allow FDA to process the
reports more efficiently. FDA believes
that the reporting requirement under the
final rule will not present an undue
burden on licensed manufacturers,
unlicensed blood establishments, or the
agency.

(Comment 4) Three comments asked
how FDA would enforce the proposed
rule.

In 1983, through a memorandum of
understanding (MOU), the Healthcare
Financing Administration (HCFA) and
FDA coordinated all federally
authorized inspections of unlicensed
blood establishments in order to
minimize duplication of effort and to
reduce the burden on affected facilities.
HCFA and FDA will use their usual
enforcement tools available under the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 301 ef seq.) and the
PHS Act (42 U.S.C. 201 et seq.). The
agencies will review compliance with
the reporting requirements during
inspections. If upon inspection of a
licensed manufacturer or unlicensed
blood establishment, the inspecting
agency discovers the establishment is

not complying with the biological
product deviation reporting
requirement, or the requirements for
investigation and followup, the
inspecting agency may take further
enforcement action, as warranted.

(Comment 5) One comment
questioned whether biological product
deviation reports would be subject to
the Freedom of Information Act (FOIA)
and, accordingly, available to the media
or public and whether reporting could
cause disclosure of confidential
information.

BPDR’s would be subject to disclosure
under the provisions of the FOIA and
the implementing regulations in 21 CFR
part 20. FDA will appropriately purge
all nondisclosable information prior to
the release of the reports.

(Comment 6) Seven comments
requested that FDA obtain additional
data and hold a public meeting before
implementing a final rule. One
comment suggested proceeding with a
demonstration project first.

In addition to following the normal
rulemaking process, FDA has discussed
the rule in various public forums. FDA
believes interested parties have been
given ample opportunity to express
their views on the proposed rule. A
“demonstration program” is
unnecessary because this is not a new
program, but a revision and updating of
an existing program with which most
licensed manufacturers have
experience. However, FDA may engage
in further public discussion to provide
guidance to industry concerning what
constitutes a reportable deviation within
the parameters of the final rule.

(Comment 7) Three comments
requested that FDA develop guidance
for the proposed rule.

FDA agrees that guidance to industry
would be helpful. FDA has developed
draft guidance regarding those events it
would expect to be reported under this
rule. The draft guidance recognizes that
licensed manufacturers and unlicensed
blood establishments may shoulder a
wide range of responsibilities in
manufacturing. A manufacturer of
licensed biological products would be
in control of the product for more steps
in manufacturing than a small hospital
transfusion service. Accordingly, the
draft guidance describes specific
guidance for each type of licensed
manufacturer and unlicensed blood
establishment. The notice of availability
for the draft guidances specific for
licensed manufacturers of products
other than blood and blood components,
and licensed and unlicensed blood
establishments will issue in the Federal
Register in the near future.

(Comment 8) FDA received several
comments from industry that extending
the reporting requirement to unlicensed
entities in proposed § 606.171 imposed
an unnecessary burden on these entities.

FDA indicated in proposing this
regulation that one of its primary
objectives was to make the biological
product deviation reporting requirement
applicable to all blood establishments,
whether licensed manufacturers,
unlicensed registered blood
establishments, or transfusion services.
In the proposed rule, FDA stated that
reports from the full spectrum of
establishments engaged in
manufacturing and distribution of blood
and blood components were necessary
to effectively evaluate and monitor the
blood industry. FDA continues to
believe that a mandatory reporting
requirement is necessary for all
establishments involved in blood and
blood product manufacturing and is
establishing the biological deviation
reporting requirement as part of the
CGMP regulations, which these
establishments must follow.

B. Scope

(Comment 9) One comment
recommended FDA adopt a single
mechanism for reporting all errors and
accidents, adverse events, etc., for all
blood products, medical devices and all
drugs, and eliminate all other reporting
programs, voluntary or mandatory.

FDA recognizes that the reporting
programs for biological products,
human drugs, and medical devices have
varying requirements. What is reported,
and how it is reported, are different
under the different systems. These
differences are intentional. For example,
the adverse event reporting (AER) and
medical device reporting systems focus
on patient impact. The starting point for
reporting, therefore, is often patient
reaction to a product. In contrast,
biological product deviation reporting
focuses on the manufacturing process as
it may affect the safety, purity, and
potency of the product. FDA anticipates
that information submitted in BPDR’s
will improve product quality and may
help reduce the incidence of adverse
patient outcomes without undue burden
on licensed manufacturers and
unlicensed blood establishments.

(Comment 10) Five comments stated
that the proposed rule should apply
only to blood and blood products and
should not extend to biotechnology
products. These comments argued that
the need to revise error and accident
regulations for biotechnology products
is not clear because there does not exist
a pattern of recalls for these products.
The comments stated that the recall
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guidelines in part 7 (21 CFR part 7) and
the AER system (21 CFR 600.80) are
adequate to ensure the safety and
quality of biotechnology products.

The regulatory scheme for
biotechnology products has always
included recall guidelines (part 7), AER,
and error and accident reporting (
§600.14). These three programs, each
designed to serve different objectives,
have worked together to ensure the
safety and quality of biotechnology
products. Adverse experience reporting
focuses on patient outcomes.
Consequently, the type and specificity
of the information reported as adverse
experiences differs substantially from
that required in biological product
deviation reports. Under the recall
provisions of part 7, manufacturers
notify FDA when they voluntarily
remove products from the marketplace
that are in violation of the laws
administered by FDA. The biological
product deviation regulations are
designed to gather information about the
events that give rise to defective or
potentially defective products and
provide FDA with an essential tool to
monitor potential risks to public health
and to facilitate a response when
necessary.

Section 600.14, in its current form,
requires error and accident reporting by
all licensed biological product
manufacturers, including manufacturers
of biotechnology products. This rule
would not impose new requirements on
such manufacturers. In fact, by limiting
reporting to biological product
deviations involving distributed
products, the new rule would decrease
the preexisting burden on such
manufacturers. FDA believes the revised
reporting requirement is necessary to
ensure that all manufacturers
understand their reporting
requirements, to expedite biological
product deviation reporting, and to
enable FDA to monitor accurately the
safety of biological products.

(Comment 11) Ten comments
requested that transfusion centers not be
regulated to the same extent as blood
collection centers and the
pharmaceutical industry under the
proposed rule. Of these, five comments
proposed that the reporting guidelines
themselves be specific to each type of
establishment. Six comments called for
definitions or examples specific to
transfusion service practice and two
comments called for separate data
collection forms.

FDA believes that in order to achieve
an accurate overview of the industry, it
is most useful to impose the same
reporting requirement on all blood
establishments, including transfusion

centers. However, FDA recognizes that
different regulated entities may need
specific guidance on how the biological
deviation reporting requirement will
apply to them. FDA is issuing guidance
to support the final rule that will
include examples specific to blood and
source plasma collection centers,
pharmaceutical and biological device
manufacturers, and transfusion services.
FDA also developed a biological
product deviation reporting form. FDA
believes one form for all the entities
covered under the rule will facilitate
processing of the reports and will aid
reporters in providing the necessary
information. The agency will provide
separate instructions on completing and
submitting the biological product
deviation reporting form.

(Comment 12) Eight comments asked
how the biological product deviation
reporting requirement will affect the
new drug application (NDA) Field Alert
Report regulations under 21 CFR
314.81(b)(1) and several comments
recommended harmonizing these
regulations.

The BPDR’s will have little, if any
affect on the NDA Field Alert
regulations. The NDA Field Alert
regulations are applicable only to those
products that are approved for
marketing under the provisions of part
314 (21 CFR part 314), and not to drug
products subject to licensing under the
PHS Act. FDA has harmonized a
number of regulations for certain
biotechnology products where products
regulated as biological products subject
to licensure are similar to products
subject to regulation as new drugs. See
§601.2(c) (21 CFR 601.2(c)) for a list of
such biotechnology products and
§314.70(g), 601.2(c)(1) and (c)(2), and
601.12 (21 CFR 601.12) for examples of
harmonization.

For these biotechnology products, a
total of 13 error and accident reports
were submitted under § 600.14 in the
fiscal year (FY) 1999. Because FDA
believes this is a very small burden to
industry, FDA has determined that
reports for such biotechnology products
should continue to be submitted
consistent with the requirements for
other biological products under § 600.14
of the final rule. This will allow the
Center for Biologics Evaluation and
Research (CBER) to keep all reports in
a single data base and will facilitate the
overall assessment of its biological
product deviation reporting program. If
the level of reporting or the needs of the
agency change, FDA will reconsider
whether to harmonize its reporting
requirements for biotechnology
products.

(Comment 13) Twenty-two comments
recommended developing a tiered
system of reporting based on the
severity of the deviation in which
serious errors or accidents would be
reported and all other errors and
accidents would be handled through
internal QA programs.

FDA considers any biological product
deviation that may affect the safety,
purity, and potency of a product to be
“serious.” However, deviations that are
discovered before distribution pose less
of a threat to the public health because
no patient would receive the product,
and because the licensed manufacturer
or unlicensed blood establishment’s QA
procedures worked to prevent the
distribution of product subject to that
biological product deviation.
Accordingly, FDA has established an
approach to reporting biological product
deviations that limits reporting to events
that involve distributed products and
that may affect the safety, purity, or
potency of the product.

(Comment 14) Eighteen comments
recommended adopting an alternative
reporting system such as the medical
event reporting system for transfusion
medicine (MERS-TM).

MERS-TM, a voluntary reporting
system, was designed as a standard
method for collection and analysis of
event reports for blood establishments
to implement as part of their QA system.
The MERS-TM is designed to capture
all manufacturing errors and accidents,
including those “near miss” events that
may be discovered by the blood
establishment prior to distribution of
the product. While FDA believes that
the MERS-TM system is useful in
reporting ‘“‘near miss”’ events on a
voluntary basis, FDA is limiting the
requirement for reporting to biological
product deviations affecting distributed
products.

C. Definitions

(Comment 15) Forty-five comments
requested clarification of the definition
of the terms “‘errors and accidents” in
proposed §§ 600.3(hh) and 606.3(k).
Several of these comments suggested
alternative language.

FDA is claritying the regulations by
eliminating the terms “‘error and
accident.” The classification of events
as an “‘error’” or “‘accident” is
immaterial to the purposes underlying
the rule and appears to have caused
confusion. Consequently, FDA has
revised the rule to focus the reporting
requirement on events that represent a
deviation from CGMP, applicable
regulations, applicable standards or
established specifications, or represent
unexpected or unforeseeable events,
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which may affect the safety, purity, or
potency of a distributed product. Such
events are reportable regardless of
whether or not they are considered
“errors” or “‘accidents.” In the final
rule, FDA has termed such events
“biological product deviations” and
described what constitutes a biological
product deviation in §§ 600.14(b) and
606.171(b).

(Comment 16) Three comments
suggested that the reporting requirement
in proposed §§600.3(hh)(1) and
606.3(k)(1) should be limited to
deviations from CGMP and that
extending it to “applicable standards”
or “established specifications’ was
beyond the FDA’s jurisdiction.

FDA disagrees with the suggestion
that such matters are beyond FDA’s
jurisdiction. As set out in §§ 600.14(b)
and 606.171(b), licensed manufacturers
and unlicensed blood establishments
must submit a BPDR only if the
deviation “may affect the safety, purity,
or potency” of a product, and if other
reporting criteria are met. Events
affecting the safety, purity, and potency
of biological products fall squarely
within FDA'’s jurisdiction. Moreover,
the PHS Act requires FDA to consider
“standards designed to assure that the
biological product continues to be safe,
pure, and potent” (42 U.S.C.
262(a)(2)(B)(1)ID).

(Comment 17) Thirty-two comments
requested clarification of the definition
of “made available for distribution” in
proposed §§ 600.3(ii) and 606.3(1).
Thirty-seven comments requested that
the definition be amended to limit the
scope of the proposed rule to reporting
of deviations which occur after a
product has been distributed, and six
comments asked that “made available
for distribution”” be defined by each
facility based on their established
process controls.

FDA agrees with the comments that
suggested that the scope be limited to
those products that have been
distributed and has written the final
rule to reflect this. FDA considers all
events that may affect the safety, purity,
or potency of a biological product to be
significant, whether prior to or after
distribution. Limiting the reporting
requirement to distributed products will
reduce the burden of reporting on
licensed manufacturers, unlicensed
blood establishments, and on FDA,
while not sacrificing public safety.

Licensed manufacturers and
unlicensed blood establishments remain
obligated to document, investigate and
followup any event that may affect the
safety, purity, or potency of a biological
product under CGMP regulations,
whether the event is reportable under

this rule or not. FDA will continue to
monitor both reportable and
nonreportable events and corrective
actions through inspections.

(Comment 18) One comment stated
the term ‘“made available for
distribution” in proposed §§ 600.3(ii)
and 606.3(1) is ambiguous in relation to
intermediates since at each intermediate
state the product may be released for
further processing.

FDA has clarified the final rule by
limiting reporting of biological product
deviations to distributed products, i.e.,
they have left the licensed manufacturer
or unlicensed blood establishment who
controlled the product at the time the
deviation occurred; or the licensed
manufacturer has provided Source
Plasma or any other blood component
for use in the manufacture of a licensed
product.

D. Who Must Report?

(Comment 19) One comment asked for
clarification on how FDA will apply this
regulation to cooperative manufacturing
arrangements, including shared and
contract manufacturers.

Under §600.14, it is the licensed
manufacturer who must report
biological product deviations. That is
because, up until the time the product
is distributed, it is the license holder
who is responsible for maintaining the
continued safety, purity, and potency of
the biological product, for compliance
with applicable product and
establishment standards, and for
compliance with CGMP. If the license
holder arranges for another
manufacturer to perform a
manufacturing step, that manufacturing
step is performed under the license
holder’s control, and the license holder
must report biological product
deviations that occur during that
manufacturing step. In shared
manufacturing situations, where two or
more manufacturers operate under their
own license, each manufacturer would
report a biological product deviation
that occurred when the product was in
its control; i.e., when the first shared
manufacturer completes his
manufacturing step and sends the
product to the second shared
manufacturer for additional
manufacturing, the product is
considered distributed by the first
shared manufacturer.

Section 606.171 applies to all blood
establishments, including licensed
establishments, unlicensed registered
blood establishments, and transfusion
services. The rule requires the blood
establishment that has control over a
product when a blood product deviation
occurs to report to FDA. If a blood

establishment contracts a manufacturing
step to another facility, or enters into a
shared manufacturing agreement, the
establishment responsible for
maintaining the continued safety,
purity, and potency of the product and
for compliance with applicable product
and establishment standards, and for
compliance with CGMP, must submit a
BPDR for any deviation occurring while
the biological product is under its
control.

(Comment 20) One comment
suggested FDA require both the blood
bank or transfusion service who receives
a defective product from a licensed
manufacturer and the licensed
manufacturer to report biological
product deviations to ensure the
effectiveness of the reporting process.

In the final rule, FDA has attempted
to eliminate duplicate reporting by
regulated entities. The licensed
manufacturer or unlicensed blood
establishment who had control over the
product when the deviation occurred is
in the best position to provide the
necessary information to FDA.
Therefore, under the final rule, the
licensed manufacturer or unlicensed
blood establishment who had control
over the product when the deviation
occurred is responsible for reporting.
Consignees should report product
deficiencies to the licensed
manufacturer or unlicensed blood
establishment and assist in the
investigation of the product’s
deficiencies, if necessary.

Example 1: An unlicensed blood
establishment pools 10 units of
cryoprecipitate and affixed an incorrect,
extended expiration date. The
unlicensed blood establishment issues
the pooled cryoprecipitate to a patient.
The unlicensed blood establishment
would be required to submit a BPDR to
FDA because: (1) The product did not
meet CGMP; (2) the unlicensed blood
establishment had control of the
product when the deviation occurred;
(3) the deviation may have affected the
safety, purity, and potency of the
product for the patient; and (4) the
product was distributed.

Example 2: An unlicensed blood
establishment receives a unit of
irradiated red blood cells from a
licensed manufacturer and issues the
product to a patient requiring irradiated
red blood cells. The licensed
manufacturer of the blood product
subsequently notifies the unlicensed
blood establishment that the unit was
improperly irradiated. The licensed
manufacturer, not the unlicensed blood
establishment, is required to submit a
BPDR to FDA because: (1) The product
did not meet CGMP; (2) the deviation
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occurred under the control of the
licensed manufacturer; (3) the deviation
may affect the safety, purity, and
potency of the product; and (4) the
licensed manufacturer distributed the
product to the unlicensed blood
establishment.

E. What Kind of Events Are Reportable?

(Comment 21) Forty-two comments
stated that FDA provided insufficient
information about what events must be
reported in proposed §§600.14 and
606.171. Numerous comments also
expressed concern regarding the
examples of what events to report that
FDA provided in the preamble to the
proposed rule. Ten comments asked for
information on what not to report.
Seven comments asked FDA to provide
specific examples of events to be
reported by hospital-based transfusion
services.

In response to these comments, FDA
has changed the final rule to limit
reportable events to those involving
distributed products. As discussed in
comment seven of this document, FDA
developed guidance that will provide
specific examples of reportable events
as those events relate to the various
regulated entities. FDA considered these
comments in developing its guidance.

(Comment 22) Two comments asked
whether the proposed rule was limited
to manufacturing activities or whether it
included nonmanufacturing events such
as testing, storage, labeling, and
recordkeeping.

FDA disagrees with the interpretation
that testing, storage, labeling, and
recordkeeping are not manufacturing
activities. The term “manufacture” is
defined in 21 CFR 600.3(u) as ““all steps
in propagation or manufacture and
preparation” and includes, for example,
filling, testing, labeling, packaging, and
storage.

The final rule further states in
§§600.14(b) and 606.171(b) that any
event, and information relevant to the
event, associated with manufacturing, to
include testing, processing, packing,
labeling, or storage, or with the holding,
or distribution, must be reported if they
meet the other criteria. If a
recordkeeping error may have affected
the safety, purity, and potency of the
product and meets the other criteria in
§§600.14(b) and 606.171(b), it is
reportable under the regulations.

(Comment 23) One comment asked
how a licensed manufacturer or
unlicensed blood establishment would
distinguish between an error and
accident that would be reportable from
any unexplained discrepancies or in-
process or final specification
investigations conducted under

§211.192 or other regulation, which
would not have to be reported.

The requirements to investigate
discrepancies under § 211.192 and to
report product deviations under
§§600.14 and 606.171 are not mutually
exclusive. Under § 211.192,
manufacturers are required to
investigate any unexplained
discrepancies or failure to meet in-
process or final product specifications.
The CGMP regulations applicable to
blood establishments provide, “A
thorough investigation, including the
conclusions and follow-up, of any
unexplained discrepancy or the failure
of a lot or unit to meet any of its
specifications shall be made and
recorded” (§ 606.100(c)). If during the
investigation the criteria described in
§§600.14(b) and 606.171(b) are met, a
BPDR is required.

(Comment 24) One comment asked
whether the biological product
deviation reporting requirement applied
to validation batches submitted in
support of a biologics license
application (BLA), or to materials
submitted under an investigative new
drug application (IND).

Under §§600.14 and 606.171,
biological product deviations related to
products under an IND would not be
reportable unless the product was
licensed for another intended use.
However, information related to the
deviation may be required to be
reported under the IND regulations in
21 CFR part 312. Biological product
deviations related to validation batches
would not be reportable unless the
products were distributed after receipt
of a biologics license.

(Comment 25) One comment asked if
the submission of a supplement for
reprocessing would preclude the
submission of a BPDR.

The submission of a supplement for
reprocessing would not preclude the
submission of a BPDR. If a product has
been distributed and a licensed
manufacturer or unlicensed blood
establishment determines that a
biological product deviation has
occurred, then the licensed
manufacturer or unlicensed blood
establishment must submit a BPDR
whether or not it subsequently
reprocesses the product. If the licensed
manufacturer or unlicensed blood
establishment discovers a biological
product deviation before it distributes
the product, and subsequently
reprocesses and distributes the affected
product, no BPDR would be required as
long as the reprocessed product was
unaffected by the original deviation.

F. What Type of Information Do
Licensed Manufacturers and Unlicensed
Blood Establishments Report?

(Comment 26) Two comments
requested that FDA delete any reference
to “disposition of the product” from the
information that is to be reported under
the rule because this information would
not be available within the 45-day time
requirement.

FDA believes licensed manufacturers
and unlicensed blood establishments
will usually know the disposition of the
product within the 45-day reporting
period. Licensed manufacturers and
unlicensed blood establishments should
know if the product was shipped to
another facility, destroyed, quarantined,
designated for reprocessing, disposed of
in some other manner, or, in many
cases, administered to a patient.

(Comment 27) Seventeen comments
recommended that if the product has
been subject to recall, then the recall
should be the instrument for reporting
the disposition of the product.

FDA disagrees. FDA believes
information on the disposition of the
product and retrieval efforts are
important in analyzing the impact of
reported deviations on the public and
should be submitted in BPDR’s. The
information required for the BPDR is not
as extensive as the recall information
voluntarily provided to the district. The
information regarding final disposition
does not need to be complete by the
time the BPDR is submitted. By
obtaining as much information as
possible on the disposition of a product
at the time the report is submitted, FDA
will be able to perform appropriate
followup action. The draft guidance
document will further describe the
required information to be reported in
the BPDR.

(Comment 28) One comment asked if
FDA would require licensed
manufacturers and unlicensed blood
establishments to consider previous and
subsequent lots in investigating any lot
that instigated a BPDR.

The regulations in this final rule do
not affect the manner in which a
biological product deviation is
investigated. The obligation to
investigate a biological product
deviation is part of the CGMP
regulations for biological drug products
and biological devices, including blood
and blood components. The CGMP
requirements for blood establishments,
whether licensed or unlicensed, require
blood establishments to thoroughly
investigate discrepancies (§ 606.100(c))
and to maintain and make available to
FDA appropriate records of such
investigation, conclusions, and
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followup (§§ 606.100(c) and
606.160(b)(7)(iii) (21 CFR
606.160(b)(7)(iii))). Licensed
manufacturers subject to drug CGMP
(§§211.192 and 211.198) and medical
device manufacturers (see § 820.100) are
similarly obligated to investigate,
correct, and record findings related to
biological product deviations. Under
these existing regulations FDA expects
the licensed manufacturer or unlicensed
blood establishment to determine what
impact the deviation may have had on
other product lots and take appropriate
corrective action. These regulations do
not mandate the manner of investigation
by a licensed manufacturer or
unlicensed blood establishment but
require that the investigation be
complete.

G. When to Report

(Comment 29) Twenty-three
comments stated that 45-calendar days
to report a biological product deviation
as proposed in §§600.14(a) and 606.171
is not enough time since licensed
manufacturers and unlicensed blood
establishments must analyze and correct
the deviation prior to reporting. One
comment suggested that fewer than 45
days to report would be better.

In adopting a 45-day time
requirement, FDA looked at the history
of reporting under the prior regulations
and determined that 45 days was a
reasonable period given the importance
of timely reporting. The agency
reviewed the reports submitted during
FY 1997 through 1999 and an average of
73 percent of the reports was received
within 45 days.

Licensed manufacturers and
unlicensed blood establishments should
not wait to report biological product
deviations until after completing their
corrective actions. Rather, licensed
manufacturers and unlicensed blood
establishments should submit BPDR’s as
soon as possible but no later than 45
days after the date that the licensed
manufacturer or unlicensed blood
establishment, its agent, or another
person performing a manufacturing,
holding, or distribution step under the
manufacturer’s or establishment’s
control, first discovers information
reasonably suggesting a reportable event
has occurred. The reports should
include information on the intended
followup to be taken if followup is not
completed prior to submission of the
report. To facilitate timely reporting by
licensed manufacturers and unlicensed
blood establishments, FDA is providing
guidance on how to report as well as a
standardized form for reporting.

(Comment 30) Fourteen comments
requested clarification as to when the

45-day reporting time limit begins.
Several of these comments offered
various possible starting dates.

In response to these comments, FDA
has clarified the 45-day time
requirement in the final rule. The 45
days commence on ‘“‘the date (the
licensed manufacturer or unlicensed
blood establishment, its agent, or
another person who performs a
manufacturing, holding, or distribution
step under the control of the licensed
manufacturer or unlicensed
establishment) acquire(s) information
reasonably suggesting that a reportable
event has occurred.” For example, if a
manufacturer contracted with a third
party to receive and process its
customer complaints, that third party
would be the manufacturer’s agent for
purposes of this rule, and the 45 days
would begin to run upon the agent’s
receipt of information reasonably
suggesting a reportable event has
occurred.

(Comment 31) Four comments
recommended adopting a hierarchy for
when to report based on the potential
risk of the deviation. For example, one
comment suggested errors with
substantial risk be reported within 45
days, errors with moderate risk be
reported when the internal investigation
is complete and errors with minimal
risk be reported in an annual report.

FDA has adopted a simpler approach
based on the potential public health risk
of the event. Biological product
deviations involving distributed
products must be reported within 45
days. Biological product deviations that
are discovered before the product leaves
the control of the licensed manufacturer
or unlicensed blood establishments are
nonreportable, but reviewable during
routine inspections, because such
events present significantly less public
health risk.

H. How to Report

(Comment 32) Forty-seven comments
requested a standardized format for
reporting biological product deviations
and several of these submitted a
proposed form. Fourteen comments
requested one form for hospital-based
transfusion centers and a separate form
for blood collection centers and
pharmaceutical manufacturers.
Seventeen comments requested FDA to
develop means for electronic reporting.
One comment suggested FDA supply
forms to blood suppliers.

FDA recognizes the need for a
standardized method for reporting
biological product deviations. FDA has
developed a form for licensed
manufacturers and unlicensed blood
establishments to use to report under

the final rule and is issuing guidance
including instructions for completing
the biological product deviation
reporting form. FDA also has developed
an electronic format for reporting. The
agency has taken into consideration the
comments and sample forms submitted
in devising the biological product
deviation reporting form. The agency
also is requesting comments to the
docket from the public on the report
form and the instructions for preparing
the report in accordance with the
Paperwork Reduction Act of 1995. The
agency is making the form available in
various ways, including the FDA
website at http://www.fda.gov/cber and
the CBER FAX information system at 1—
888—CBER-FAX.

IV. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act (5
U.S.C. 601-612) (as amended by subtitle
D of the Small Business Regulatory
Fairness Act of 1996 (Public Law 104—
121)), and the Unfunded Mandates
Reform Act of 1995 (Public Law
104094). 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. Section 202(a) of the Unfunded
Mandates Reform Act requires that
agencies prepare a written statement 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 has determined that the
final rule is a significant action as
defined in section 3, paragraph (f)(4) of
Executive Order 12866. We have also
determined that this rule will not result
in aggregate expenditures for State,
local, and tribal governments, or the
private sector of $100 million in any one
year. Based on FDA'’s analysis using
available data, the agency does not
anticipate that the rule will result in a
significant impact on a substantial
number of small entities.
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A. Estimated Economic Impact

The rule will have an impact on
licensed manufacturers and unlicensed
blood establishments as described in
table 1 of this document. All of these
types of establishments will experience

both a one-time cost impact to make
changes to their recordkeeping systems
and reporting procedures, as well as an
annual cost impact associated with the
ongoing reporting of product deviations
that are encountered. Table 1 below

summarizes these two components of
cost impact. The rule is estimated to
have an aggregate one-time cost impact
of $8,131,648 and an annual cost impact
of $340,319. These estimates are
detailed in the discussion that follows.

TABLE 1.—SUMMARY OF ESTIMATED COST IMPACT OF THE RULE

Total One- Total Annual
Industry Affected Time Cost Cost
Licensed Manufacturers (Other than Blood and Blood Components)

111 Manufacturers of biologics $348,096 ($1,803)
Subtotal for manufacturers of biologics $348,096 ($1,803)t
Blood Establishments
Licensed blood establishments $727,552 ($286,395)*
2,800 Registered blood establishment $4,390,400 $95,397
3,400 Transfusion services $2,665,600 $533,120
Subtotal for blood establishments $7,783,552 $342,122
Total Cost Impact $8,131,648 $340,319

1Use of parenthesis indicates savings.

Based on the agency’s registration
data base, there are an estimated 111
licensed biologics manufacturers, 232
licensed blood establishments, and
2,800 unlicensed registered blood
establishments. Based on data from the
HCFA, there are estimated to be 3,400
transfusion services currently in
operation. Such manufacturers and
establishments currently conduct some
QA activities. The impact of the final
rule reflects the change in these ongoing
activities that would be required by the
rule.

B. One-Time Costs for Affected
Establishments

Licensed biologics manufacturers
must comply with part 211 or part 820;
and licensed and unlicensed blood
establishments must comply with parts
211 and 606 (21 CFR part 606), which
encompasses a variety of QA activities
embodied in CGMP’s, to include
investigating problems, performing
followup, and recordkeeping.

The proposed rule stated that FDA
had no precise estimates of the one-time
cost for preparation and/or revision of
the SOP, staff training, and time spent
making the report. The agency expected
that such activities would require an
average of 2 hours to create an SOP for
submitting error and accident reports,
and approximately 1 hour to review and
update existing SOP’s at the
establishments that have been reporting.
The majority of the comments from
industry stated that the estimates were
underestimated. However, only a couple
of comments, based on their experience,
suggested a range of timeframes from 20
hours to a few days to develop and

implement a new SOP. FDA has
reassessed the time for staff review of
the requirements of the rule,
establishing or making adjustments to
current systems and procedures, and for
staff training. These estimates are
discussed below.

Licensed biologics manufacturers
currently have recordkeeping systems
and QA systems in place. These
establishments are estimated to incur a
one-time cost for staff review of the
requirements of the rule, and
accompanying modifications to current
systems and procedures, and for staff
training in the use of modified
procedures. FDA estimates that these
activities may require a total of 80 hours
of staff time. Using an estimated hourly
wage rate of $39.20,? the total one-time
cost for these manufacturers is
estimated to be $348,096 ($39.20 x 80 x
111).

For blood establishments, the changes
made in response to the rule are
expected to vary according to whether
the establishment is currently licensed.
The 232 licensed blood establishments
are currently required to report the
product deviations under § 606.14.
These facilities are likely to have
systems in place for keeping record of
product deviations, and will not be
expected to have to establish a new
reporting system. However, the licensed
blood establishments are also likely to
handle the majority of product deviation
reports, because these facilities account
for an estimated 90 percent of the total

1This estimated wage rate is based on the rate of
$37.98 used in the proposed rule published in 1997,
inflation-adjusted to 1999.

volume of U.S. blood collections. The
licensed blood establishments will need
to allocate staff time for a one-time
review of the rule and some
modifications to their current
recordkeeping system and reporting
procedures. In addition, these facilities
will allocate a few hours of training time
to review the reporting changes with
staff who will be involved in the
reporting of product deviations to FDA.
FDA estimates that these activities may
require a total of 80 hours of staff time.
Using an estimated hourly wage rate of
$39.20, the total one-time cost for these
manufacturers is estimated to be
$727,552 ($39.20 x 80 x 232).

The 2,800 registered blood
establishments that are not licensed are
estimated to account for about 10
percent of total U.S. blood collections,
and currently perform product deviation
reporting on a voluntary but less
consistent basis. It is anticipated that
the registered blood establishments will
allocate staff time to establish a
recordkeeping system for reportable
product deviations involving products.
In addition, the registered blood
establishments will allocate staff time to
modify current SOP’s to comply with
the biological product deviation
reporting required by the rule, and to
review the SOP changes with the staff
who will be involved in reporting these
deviations to FDA. FDA estimates that
these activities will require an average
of 40 hours of staff time per facility.
Using an estimated hourly wage rate of
$39.20, the total one-time cost for these
establishments is estimated to be
$4,390,400 ($39.20 x 40 x 2,800).
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Transfusion services currently
perform a variety of QA activities, but
report product deviations to FDA on a
voluntary and very limited basis.
Transfusion services currently must
comply with 42 CFR 493.1273(a). This
regulation requires transfusion services
to comply with parts 606 and 640 (21
CFR part 640) provisions, which
includes keeping records of errors and
accidents, transfusion reaction reports
and complaints, with a record of
investigation and followup. These
establishments are expected to allocate
staff time to review the requirements of
the rule, modify current SOP’s to
comply with the biological product
deviation reporting requirements, and
train appropriate staff in using the
modified procedures. This one-time
effort is estimated to involve
approximately 20 hours of staff time per
facility, yielding an estimated cost of
$2,665,600 ($39.20 x 20 x 3,400) for
transfusion services. Based on the
estimates for licensed and unlicensed
blood establishments, the total one-time
cost for blood and blood component
manufacturers is $7,783,552 ($727,552 +
$4,390,400 + $2,665,600).

C. Annual Costs for Affected
Establishments

In addition to the cost of establishing
modified systems and procedures,
unlicensed blood establishments will
experience some annual costs associated
with ongoing reporting of product
deviations that fit the criteria specified
in the rule. Those costs are estimated
below.

Licensed manufacturers and
unlicensed blood establishments will be
required to report to FDA product
deviations when: (1) The event is
associated with the manufacturing, to
include testing, processing, packing,
labeling, and storage, or with the
holding or distribution of a licensed
biological product, or a licensed or
unlicensed blood or blood component;
(2) the deviation occurs in the licensed
manufacturer or unlicensed blood
establishment’s facility or in another
facility while the product remains in the
control of the licensed manufacturer or
unlicensed blood establishment; (3) the
deviation may affect the safety, purity,
or potency of that product, and either
represents a deviation from CGMP,
applicable regulations, applicable
standards, or established specifications;
or represents an unexpected or
unforeseeable event; and (4) the
deviation involves a distributed
product.

When a manufacturer becomes aware
of a reportable product deviation, the
manufacturer investigates the deviation,

records the deviation, and performs
followup. FDA estimates that the
establishment will allocate an
additional 2 hours of staff time to
prepare and submit a report to FDA. In
the comments on the proposed rule,
FDA received one comment that
suggested the agency’s estimate of 30
minutes to file a report was reasonable
for the filing task itself, but would not
cover the time needed to prepare the
report. Other comments stated that their
establishments average 4, 6, or 8 hours
to prepare a report, but some comments
also explained that these hours included
investigations, followup, and SOP
revision. FDA agrees that 30 minutes
would not reflect the anticipated time
for preparing, in addition to filing, the
report. The reporting to FDA required in
this rule does not introduce additional
requirements for recordkeeping,
investigation, and followup of
manufacturing problems and deviations
beyond what is required under CGMP
requirements. Therefore, the estimated
time for complying with this final rule
does not include recordkeeping,
investigation, and followup of a
biological product deviation.

Licensed manufacturers already
report a broad range of product
deviations to FDA. This range includes
all deviations in products made
available for distribution, and has not
previously been limited to those
products actually distributed. Under the
existing regulation, a total of 93
biologics manufacturing deviations were
reported to FDA in 1999. Since the new
rule limits the criteria for reporting,
FDA estimates that reporting will be 25
percent reduced, yielding an estimated
total of 70 reports (93 x (1090.25)) rather
than the current 93 reports. Based on
the estimate of 2 hours to complete and
file a report, FDA estimates a total
savings of $1,803 ((93-70) x 2 x $39.20).

Under the current rule, a total of
14,611 blood and blood component
errors and accidents were reported by
licensed blood establishments to FDA in
FY 1999. These facilities are also
estimated to account for approximately
90 percent of all blood and plasma
collections, totaling approximately 26
million units, or 23,400,000 (0.90 x
26,000,000) units processed by licensed
blood establishments. The current rate
of reporting per unit of blood collected
and processed is thus 6.24 ((14,611/
23,400,000) x 10,000) per 10,000 units.
Under the final rule, FDA estimates that
reporting for these facilities will be
reduced by 25 percent, reducing the
total reports to 10,958 ((1090.25) x
14,611) or a rate of 4.68 (10,958/
23,400,000 x 10,000) per 10,000 units of
collection. This translates to a projected

savings of $286,395 ((14,611-10,958) x 2
x $39.20)).

Assuming a deviation reporting rate of
4.68 per 10,000 units for those
unlicensed registered blood
establishments that account for
approximately 10 percent of the total
blood collections of 26 million units,
the agency estimates that unlicensed
registered blood establishments will
incur new annual costs of $95,397 (0.10
x 26,000,000 x (4.68/10,000) x 2 x
$39.20) to make an estimated 1,217
reports. This translates to an increased
annual cost of approximately $34.07
($95,397/2,800) per unlicensed
registered blood establishment.

Transfusion services will be newly
required to report product deviations
that meet the criteria specified in the
rule. The annual cost to transfusion
services for this reporting requirement is
based on the voluntary annual reporting
rate of transfusion services for FY 99,
i.e., two reports per transfusion service.
This reporting rate is supported by the
estimate of BPDR’s per hospital per year
by bedsize calculated in table 2 of this
document. The reporting by the
transfusion service is estimated to
involve approximately 2 hours of staff
time at the transfusion facility. As noted
earlier, this rule does not require new
investigations of such reports. Records
of investigations and followup to
address problems with the
manufacturing process are already
required as part of the CGMP for blood
and blood components. FDA therefore
estimates the total cost of annual
reporting by transfusion services to be
$533,120 (3,400 x 2 x 2 x $39.20). This
translates to an increased annual cost of
approximately $156.80 per transfusion
service.

In summary, the annual cost impact of
the rule is estimated to be $342,122
(($95,397 + $533,120)—$286,395) for
licensed and unlicensed blood
establishments, and a net savings of
$1,803 for licensed manufacturers of
biological products other than blood
and blood components.

D. Impact on Small Entities

The agency does not anticipate that
the final rule will have a significant
impact on a substantial number of small
business establishments. However,
because of the limits of available data,
the agency is uncertain about the
number of small entities affected and
the actual extent of current product
deviations at these facilities that would
trigger reporting and determine the cost
impact. Since the agency received no
comments supported by data regarding
the estimated impact on small entities
in the proposed rule, the following
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analysis is based on the limited data
available.

The licensed manufacturers and
unlicensed blood establishments
affected by the final rule are included
under the major Standard Industrial
Code (SIC) group 80 for providers of
health services. According to section
601 of the Regulatory Flexibility Act of
1980, the term ““small entity”
encompasses the terms “small
business,” “small organization,” and
“small governmental jurisdiction.”
According to the Small Business
Administration (SBA), a small business
within the blood industry is an
enterprise with less than $5 million in
annual receipts. A small organization is
a not-for-profit enterprise which is
independently owned and operated and
is not dominant in its field. A “small
governmental jurisdiction” generally
means governments of cities, counties,
towns, townships, villages, school
districts, or special districts, with a
population of less than 50,000. Because
the rule would reduce reporting
requirements for currently licensed
facilities, FDA has focused the following
small business analysis on those blood
collection facilities and transfusion
services that will be newly required to
report these product deviations, and are
therefore expected to incur new costs.

E. Impact on Small Blood and Blood
Component Manufacturers

The FDA registry of blood
establishments does not provide an
indication of the size of the registered
entities. Although uncertain, it is likely
that some smaller facilities may
experience significant costs as a result
of compliance with the final rule.
According to the 1996 directory of the
American Association of Blood Banks
(AABB), only 34 regional and
community blood centers have annual
revenues of less than $5 million and
each collect no more than 30,000
donations per year. With an estimated
rate of 4.68 product deviation reports
per 10,000 units collected [see annual

cost estimates in section IV.C of this
document], this would imply an
estimated 14 product deviation reports
(4.68 x 3) per smaller blood center per
year, and associated cost of $1,098
($39.20 x 2 x 14 reports). The one-time
cost for these facilities is expected to be
similar to the unlicensed registered
blood establishments estimate involving
40 hours of staff time, thus $1,568
($39.20 x 40) per facility.

F. Impact on Small Transfusion Service
Facilities

Hospital transfusion services are
expected to be the primary entity
affected by the requirements, but the
extent of the small business impact is
uncertain. Although the details of
manufacturing activities at transfusion
services are not available, FDA
examined other data to develop a
preliminary assessment of small
business impact. The size of U.S.
hospitals varies substantially. The 1998
American Hospital Association (AHA)
survey data indicate a total of 5,134 U.S.
registered community hospitals grouped
into 8-bedsize categories. The average
annual revenues for facilities in these
bedsize categories range from
approximately $5.5 million to $513
million. However, since many hospitals
are not-for-profit or are operated by
State and local governments, the SBA
annual receipt criteria for small
businesses would not apply to these
facilities. Of the 5,134 U.S. community
hospitals included in the AHA report
1,330 are under the control of State and
local government, 3,045 are nonprofit
institutions and the remaining 759 are
reported to be investor-owned.

The number of hospitals that would
meet at least one of the various SBA
definitions for small entities is
uncertain. According to the AHA
statistics for 1998, the smallest reported
hospital size category includes 262
hospitals with 6 to 24 beds, and total
gross revenues of $1.43 billion, yielding
average revenues of $5.46 million. FDA
assumes that the 11 facilities reported to

be investor-owned within this bedsize
category could qualify as small entities.
Although it is possible that all nonprofit
hospitals may qualify as small entities,
it appears that a number of facilities
might be excluded from that definition
because they are reported to be hospitals
in a system. According to the AHA
survey definition, “hospitals in a
system” refer to those “hospitals
belonging to a corporate body that owns
and/or manages health provider
facilities or health-related subsidiaries;
the system may also own non-health-
related facilities.” The AHA currently
has record of 1,592 hospitals that are
nonfederal and nonprofit (including
State and local government controlled)
that are hospitals in a system. If these
facilities were excluded, FDA estimates
that 2,783 [1,330 State & local + 3,045
nonprofit—1,592 in-a-system]
nonfederal, nonprofit hospitals may
qualify as small entities. Thus, a total of
2,794 [2,783 + 11] hospitals might
qualify as small entities.

The following analysis of potential
impact by size of hospital suggests that,
regardless of hospital size, the cost
impact of product deviation reporting
will be limited if the number of
deviation reports per facility is
proportionate to the utilization of blood
transfusions implied by relative number
of inpatient surgeries performed by
hospitals in different size categories.
Table 2 of this document estimates the
percentage of all inpatient hospital
surgeries, based on the number of
inpatient surgeries reported to AHA as
performed by hospitals in different
bedsize categories. This percentage is
used to estimate a share of the total
reports that would be made by hospitals
in each category. The estimated number
of product deviation reports per hospital
within a bedsize category is based on
the total projected number of reports
and the percentage of inpatient surgeries
reported for hospitals within each size
category.

TABLE 2.—ESTIMATES OF BPDR’S PER HOSPITAL PER YEAR BY BEDSIZE CATEGORY

. Estimated .
Estimated Per- Estimated
Bedsize Category N|_<|)nfe(_jeral cent Inpatient Share of 1,217 Reports per
ospitals Surgeries Product Devi- Hospital®
ation Reports

6 to 24 262 0.21 2.6 0
25to 49 906 2.02 24.6 0
150 to 99 1,128 6.03 73.3 0
100 to 199 1,338 19.38 235.9 0
200 to 299 692 20.99 255.4 0
300 to 399 361 16.24 197.6 1
400 to 499 196 12.17 148.1 1
500 + 251 22.97 279.5 1

1Rounded to the nearest whole number.
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The cost impact of product deviation
reporting is based on the table 2
estimates of reports per hospital and the
earlier estimate of one-time cost of $784
(20 hours x $39.20) per hospital to
modify systems and SOP’s for
recordkeeping and reporting. Based on
the low expected volume of reports per
hospital, the agency found that the
estimated annual reporting cost, as a
percentage of average annual facility
revenues, approached zero for hospitals
in every bedsize category. This suggests
that the relative cost impact may be
quite limited, across hospitals of
different sizes, if the number of BPDR’s
required per hospital is proportionate to
the number of inpatient surgeries
performed by hospitals in different size
categories.

G. Expected Benefits of the Rule

As described in the preamble, the
benefits of the rule relate to the safety
of biological products and protection of
the public health. The final rule focuses
on the subset of risk events in which the
product is actually distributed and the
cause of the problem is related to steps
in the manufacturing process, that may
affect the safety, purity, and potency of
the product. FDA needs to receive
timely reports of such events in order to
quickly address problems, and provide
updated industry guidance to assure
continued product safety and good
manufacturing practice. The
requirements provide FDA with the
ability to detect broader risks that
extend beyond the reach of a single
manufacturer or hospital’s QA systems
and staff resources.

In addition to these public health
benefits, the final rule benefits licensed
manufacturers in terms of a reduced
level of reporting and streamlining the
reporting process by providing a
standardized report form that may be
submitted electronically. Reporting
requirements are now focused more
narrowly on product deviations that
represent more immediate risks.

V. The Paperwork Reduction Act of
1995

This final rule contains information
collection requirements that are subject
to review by OMB under the Paperwork
Reduction Act of 1995 (the PRA) (44
U.S.C. 3501-3520). The title,
description, and respondent description
of the information collection provisions
are shown below with an estimate of the
annual reporting and recordkeeping
burden. Included in the estimate is the
time for reviewing instructions,
searching existing data sources,
gathering and maintaining the data

needed, and completing and reviewing
each collection of information.

Title: Biological Products: Reporting
of Biological Product Deviations in
Manufacturing.

Description: FDA is amending the
current regulations that require licensed
manufacturers of biological products to
report to FDA errors and accidents in
manufacturing; and adding regulations
requiring unlicensed blood
establishments to report certain
biological product deviations in the
manufacture of blood and blood
components. Under this final rule, a
licensed manufacturer or unlicensed
blood establishment must submit a
report to FDA based on the following
criteria: (1) The event is associated with
the manufacturing, to include testing,
processing, packing, labeling, and
storage, or with the holding or
distribution, of a licensed biological
product, or a licensed or unlicensed
blood or blood component; (2) the
deviation occurs in the licensed
manufacturer or unlicensed blood
establishment’s facility or in another
facility while the product remains in the
control of the licensed manufacturer or
unlicensed blood establishment; (3) the
deviation may affect the safety, purity,
or potency of that product and either
represents deviation from CGMP,
applicable regulations, applicable
standards, or established specifications;
or represents an unexpected or
unforeseeable event; and (4) the
deviation involves a distributed
product. The agency is requiring a 45-
calendar day reporting timeframe and is
making available to industry a
standardized format for reporting
biological deviations in manufacturing
that may be submitted either by hard
copy or electronically.

Authority is given to the agency to
issue regulations for the efficient
enforcement of the act under section
701 of the act (21 U.S.C. 371) and to
inspect all establishments responsible
for manufacturing biological products
(section 704 of the act (21 U.S.C. 374)
and 42 U.S.C. 262). FDA regards
biological product deviation reporting to
be an essential tool in its directive to
protect public health by establishing
and maintaining surveillance programs
that provide timely and useful
information.

Description of Respondents: Licensed
manufacturers of biological products,
unlicensed registered blood
establishments, and transfusion
services.

As required by section 3506(c)(2)(B)
of the PRA, FDA provided an
opportunity for public comment on the
information collection requirements of

the proposed rule (62 FR 49642). Nine
letters of comment on the information
collection requirements were submitted
to OMB. Most of the comments
submitted to OMB were the same as
those submitted directly to FDA in
response to the proposed rule. FDA’s
responses to these comments are found
in section III of this document.
Responses to additional comments in
the letters received by OMB that were
not addressed in section III of this
document are addressed in the
following paragraphs.

(Comment 33) One comment to OMB
and 24 comments submitted to the
docket state that the estimated time of
0.5 hours to complete a deviation report
is underestimated. Several of these
comments further state that their
establishments currently average about
4 to 6, or 6 to 8 hours for preparing a
deviation report under § 600.14. One
comment states that “[A] single
investigation in our institution may take
four hours per incident as we
thoroughly investigate, report, change
SOP’s or processes if indicated, and
follow-up to ensure that changes were
implemented and work as intended.”

FDA agrees that the burden is
underestimated and is adjusting the
“hours per response” estimate in table
3 from 0.5 hours to 2 hours based on:
(1) Information from industry
representatives about typical reporting
procedures, (2) the issuance of guidance
that will assist industry in identifying
reportable events, and (3) the
availability of a standardized report
form. The standardized report form, and
the ability to submit a report
electronically, should streamline the
process and improve the quality of time.
Activities such as investigating,
changing SOP’s or processes, and
followup are currently required under
parts 211, 606, and 820 and, therefore,
are not included in the burden
calculation for the separate requirement
of submitting to FDA a deviation report.

(Comment 34) Two comments state
that in determining the estimated time
for completing and submitting a
deviation report, FDA may not have met
its statutory obligations under the PRA
because it used anecdotal evidence, that
is not representative of current
practices.

When FDA seeks information from
industry to estimate burden for a
proposed rule, the agency ordinarily
contacts fewer than 10 representatives.
If FDA requested information from 10 or
more industry representatives, the
agency would be required to prepare a
separate burden analysis and seek OMB
approval before it could ask for such
information. Although less than 10
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persons usually do not represent the
majority of the industry, the comment
period for the proposed rule provides
the opportunity for all interested
persons to comment on the estimated
burden. For this final rule, FDA
considered all of the comments received
regarding the estimated burden numbers
and, in response, adjusted the estimates.

(Comment 35) Another comment
states that the added hourly burden of
generating these reports may
compromise the ability of hospitals to
provide optimal technical support for
blood transfusion activities.

The requirement for reporting has not
changed for licensed manufacturers.
Licensed manufacturers are currently
required to report errors and accidents
under § 600.14, and the agency
recommended reporting of errors and
accidents by unlicensed blood
establishments in a memorandum to
registered blood establishments dated
March 20, 1991. Unlicensed registered
blood establishments and transfusion
services are required under 42 CFR
493.1273(a) to comply with CGMP
regulations set forth at parts 606 and
640, and specifically with § 606.100(c)
for the investigation and followup of
any unexplained discrepancy or the
failure of a lot or unit to meet any of its
specifications, and with
§606.160(b)(7)(iii) for recordkeeping
requirements for errors and accidents.
The only additional requirement under
this final rule is that the unlicensed
registered blood establishment or
transfusion service submit a report
based on this recordkeeping of
deviations. FDA estimates that
preparing and submitting one report
would involve only 2 hours, and that
only two reports would be submitted
per year by an unlicensed registered
blood establishment or transfusion
service. The estimated total burden per
year is only 4 hours per establishment.
Therefore, FDA concludes that the final
rule should not affect a hospital’s ability
to provide optimal technical support for
blood transfusion activities.

(Comment 36) One comment notes
that the paper-based reporting system
that is now being used by FDA does not
provide a format from which reported
information can be entered into a usable
data base without a great deal of
difficulty and expense.

FDA agrees with the comment and
has prepared a standardized form for
reporting deviations in manufacturing a
biological product (BPDR, Form FDA—
3486) that may be downloaded from
CBER’s website or received by facsimile.
After completion, the form is sent to the
identified address in § 600.14(e). In an
effort to expedite and simplify
reporting, FDA also is providing to
industry the opportunity to complete
and submit a Form FDA-3486
electronically. The establishment may
insert the requested information into the
appropriate fields online and submit the
report through the Internet.

(Comment 37) One comment notes
that FDA estimates that there are no
capital costs or operation and
maintenance costs associated with the
proposed rule. The comment noted that
these terms are undefined.

The agency considers capital costs or
operation and maintenance costs to be
costs other than those needed for usual
and customary business practice. FDA
believes there are no capital costs or
operation and maintenance costs
associated with the maintenance of files
and records because respondents should
have the facilities and the infrastructure
for recordkeeping and retention as part
of their usual and customary practice.
The final rule provides for the use of a
standardized reporting form, which will
be available for convenience on CBER’s
website. For those establishments that
do not have access to the Internet, the
form may also be accessed and
submitted by facsimile or mail.
Therefore, the purchase of computer
equipment and Internet access would
not be necessary in order to comply
with this rule.

A. Estimated Annual Reporting Burden

The 54,208 total hours estimated in
table 3 of this document are based on
information from FDA'’s data bases and
CBER’s annual summary on error and
accident reporting for FY 1999. In
calculating the reporting burden for the
revised §600.14 in this final rule, FDA
found that approximately 111 licensed
manufacturers of biological products
other than blood and blood components
submitted 93 error and accident reports
in FY 1999 under the current § 600.14.
In calculating the reporting burden for
§606.171 under this final rule, FDA

found that approximately 232 licensed
manufacturers of blood and blood
components, including Source Plasma,
submitted 14,611 error and accident
reports.

In calculating the burden for
unlicensed registered blood
establishments and transfusion services
under the new §606.171, FDA found
that 48 establishments of the estimated
2,800 unlicensed registered blood
establishments voluntarily submitted 94
error and accident reports; and 15 of the
estimated 3,400 transfusion services
voluntarily submitted 28 error and
accident reports. Based on this
voluntary reporting rate, each of the
6,200 unlicensed blood establishment is
expected to submit no more than 2
reports annually, totaling 12,400 reports
annually.

Licensed manufacturers of blood and
blood components collect 90 percent of
the nation’s blood supply. Accordingly,
the estimated total number of reports
submitted annually by each licensed
blood establishment is greater than the
total number of reports submitted by
each unlicensed blood establishment.

In the proposed rule, the agency
estimated that industry would expend
58,393.5 hours to submit approximately
116,787 total annual responses. In the
final rule, FDA estimates that it will
take 54,208 hours to submit 27,104 total
annual responses. The decrease in total
reports submitted annually is due to the
more narrow scope in the final rule,
which requires BPDR’s only for
distributed products.

B. Estimated One-Time Burden for
Implementation of Rule

FDA has estimated a total of 207,440
hours as a one-time burden for
performing the following activities: Staff
review of the requirements of the rule,
establishing or making adjustments to
current systems and SOP’s, and staff
training. As previously discussed in
section IV.B of this document, the
estimated one-time burden to perform
these activities would be 80 hours for
each licensed manufacturer of biological
products and licensed manufacturer of
blood and blood components, 40 hours
for each unlicensed registered blood
establishment, and 20 hours for each
transfusion service.

TABLE 3.—ESTIMATED ANNUAL REPORTING BURDEN?

Annual
No. of Total
21 CFR Section Respond- Freqléerxncy Annual Eggriﬁg Total Hours
ents R p Responses p
esponse
600.142 111 0.8 93 2 186
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TABLE 3.—ESTIMATED ANNUAL REPORTING BURDEN1—Continued
Annual
No. of Total
21 CFR Section Respond- Freqlé(?ncy Annual gggrsor?sé Total Hours
ents R P Responses p
esponse
606.1713 232 62.9 14,611 2 29,222
606.1714 6,200 2 12,400 2 24,800
Total 6,543 27,104 54,208
One-Time Burdens
Licensed manufacturers? 111 1 111 80 8,880
Licensed manufacturers3 232 1 232 80 18,560
Unlicensed registered blood establishments 2,800 1 2,800 40 112,000
Transfusion services 3,400 1 3,400 20 68,000
Total 207,440

1There are no capital costs or operating and maintenance costs associated with this collection of information.
2| icensed manufacturers of biological products other than blood and blood components
31ALicensed manufacturers of blood and blood components, including Source Plasma
4Unlicensed registered blood establishments and transfusion services

50ne-time burden activities: Staff review of the requirements of the rule, establishing or making adjustments to current systems and SOP’s,

and staff training

The information collection
requirements of the final rule have been
submitted to OMB for review. Prior to
the effective date of the final rule, FDA
will publish a document in the Federal
Register announcing OMB’s decision to
approve, modify, or disapprove the
information collection requirements in
the final rule. An agency 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.

VI. Environmental Impact

The agency has determined under 21
CFR 25.30(j) 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. Federalism

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. FDA has
determined that the rule does not
contain policies that 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. Accordingly, the
agency has concluded that the rule does
not contain policies that have
federalism implications as defined in
the order and, consequently, a
federalism summary impact statement is
not required.

List of Subjects

21 CFR Part 600

Biologics, Reporting and
recordkeeping requirements.

21 CFR Part 606

Blood, Labeling, Laboratories,
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, 21 CFR parts 600 and 606 are
amended as follows:

PART 600—BIOLOGICAL PRODUCTS:
GENERAL

1. The authority citation for 21 CFR
part 600 continues to read as follows:

Authority: 21 U.S.C. 321, 351, 352, 353,
355, 360, 360i, 371, 374; 42 U.S.C. 216, 262,
263, 263a, 264, 300aa—25.

2. Amend § 600.3 by adding
paragraphs (hh) and (ii) to read as
follows:

§600.3 Definitions.
* * * * *

(hh) Distributed means the biological
product has left the control of the
licensed manufacturer.

(ii) Control means having
responsibility for maintaining the
continued safety, purity, and potency of
the product and for compliance with
applicable product and establishment
standards, and for compliance with
current good manufacturing practices.

3. Revise §600.14 to read as follows:

8600.14 Reporting of biological product
deviations by licensed manufacturers.

(a) Who must report under this
section? (1) You, the manufacturer who

holds the biological product license and
who had control over the product when
the deviation occurred, must report
under this section. If you arrange for
another person to perform a
manufacturing, holding, or distribution
step, while the product is in your
control, that step is performed under
your control. You must establish,
maintain, and follow a procedure for
receiving information from that person
on all deviations, complaints, and
adverse events concerning the affected
product.

(2) Exceptions:

(i) Persons who manufacture only in
vitro diagnostic products that are not
subject to licensing under section 351 of
the Public Health Service Act do not
report biological product deviations for
those products under this section but
must report in accordance with part 803
of this chapter;

(ii) Persons who manufacture blood
and blood components, including
licensed manufacturers, unlicensed
registered blood establishments, and
transfusion services, do not report
biological product deviations for those
products under this section but must
report under §606.171 of this chapter;

(iii) Persons who manufacture Source
Plasma or any other blood component
and use that Source Plasma or any other
blood component in the further
manufacture of another licensed
biological product must report:

(A) Under § 606.171 of this chapter, if
a biological product deviation occurs
during the manufacture of that Source
Plasma or any other blood component;
or

(B) Under this section, if a biological
product deviation occurs after the
manufacture of that Source Plasma or
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any other blood component, and during
manufacture of the licensed biological
product.

(b) What do I report under this
section? You must report any event, and
information relevant to the event,
associated with the manufacturing, to
include testing, processing, packing,
labeling, or storage, or with the holding
or distribution, of a licensed biological
product, if that event meets all the
following criteria:

(1) Either:

(i) Represents a deviation from
current good manufacturing practice,
applicable regulations, applicable
standards, or established specifications
that may affect the safety, purity, or
potency of that product; or

(ii) Represents an unexpected or
unforeseeable event that may affect the
safety, purity, or potency of that
product; and

(2) Occurs in your facility or another
facility under contract with you; and

(3) Involves a distributed biological
product.

(c) When do I report under this
section? You should report a biological
product deviation as soon as possible
but you must report at a date not to
exceed 45-calendar days from the date
you, your agent, or another person who
performs a manufacturing, holding, or
distribution step under your control,
acquire information reasonably
suggesting that a reportable event has
occurred.

(d) How do I report under this
section? You must report on Form FDA—-
3486.

(e) Where do I report under this
section? You must send the completed
Form FDA—-3486 to the Director, Office
of Compliance and Biologics Quality
(HFM-600), Center for Biologics
Evaluation and Research, 1401
Rockville Pike, suite 200N, Rockville,
MD 20852-1448, by either a paper or an
electronic filing:

(1) If you make a paper filing, you
should identify on the envelope that a
BPDR (biological product deviation
report) is enclosed; or

(2) If you make an electronic filing,
you may submit the completed Form
FDA-3486 electronically through
CBER’s website at www.fda.gov/cber.

(f) How does this regulation affect
other FDA regulations? This part
supplements and does not supersede
other provisions of the regulations in
this chapter. All biological product
deviations, whether or not they are
required to be reported under this
section, should be investigated in
accordance with the applicable
provisions of parts 211 and 820 of this
chapter.

PART 606—CURRENT GOOD
MANUFACTURING PRACTICE FOR
BLOOD AND BLOOD COMPONENTS

4. The authority citation for 21 CFR
part 606 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
355, 360, 360j, 371, 374; 42 U.S.C. 216, 262,
263a, 264.

5. Amend § 606.3 by adding
paragraphs (k) and (1) to read as follows:

§606.3 Definitions.
* * * * *

(k) Distributed means:

(1) The blood or blood components
have left the control of the licensed
manufacturer, unlicensed registered
blood establishment, or transfusion
service; or

(2) The licensed manufacturer has
provided Source Plasma or any other
blood component for use in the
manufacture of a licensed biological
product.

(1) Control means having
responsibility for maintaining the
continued safety, purity, and potency of
the product and for compliance with
applicable product and establishment
standards, and for compliance with
current good manufacturing practices.

6. Amend § 606.160 by revising
paragraph (b)(7)(iii) to read as follows:

8606.160 Records.

* * * * *
(b) * % %
(7) * k%
(iii) Biological product deviations.

7. Add §606.171 to subpart I to read
as follows:

§606.171 Reporting of product deviations
by licensed manufacturers, unlicensed
registered blood establishments, and
transfusion services.

(a) Who must report under this
section? You, a licensed manufacturer of
blood and blood components, including
Source Plasma; an unlicensed registered
blood establishment; or a transfusion
service who had control over the
product when the deviation occurred,
must report under this section. If you
arrange for another person to perform a
manufacturing, holding, or distribution
step, while the product is in your
control, that step is performed under
your control. You must establish,
maintain, and follow a procedure for
receiving information from that person
on all deviations, complaints, and
adverse events concerning the affected
product.

(b) What do I report under this
section? You must report any event, and
information relevant to the event,

associated with the manufacturing, to
include testing, processing, packing,
labeling, or storage, or with the holding
or distribution, of both licensed and
unlicensed blood or blood components,
including Source Plasma, if that event
meets all the following criteria:

(1) Either:

(i) Represents a deviation from
current good manufacturing practice,
applicable regulations, applicable
standards, or established specifications
that may affect the safety, purity, or
potency of that product; or

(ii) Represents an unexpected or
unforeseeable event that may affect the
safety, purity, or potency of that
product; and

(2) Occurs in your facility or another
facility under contract with you; and

(3) Involves distributed blood or
blood components.

(c) When do I report under this
section? You should report a biological
product deviation as soon as possible
but you must report at a date not to
exceed 45-calendar days from the date
you, your agent, or another person who
performs a manufacturing, holding, or
distribution step under your control,
acquire information reasonably
suggesting that a reportable event has
occurred.

(d) How do I report under this
section? You must report on Form FDA—
3486.

(e) Where do I report under this
section? You must send the completed
Form FDA-3486 to the Director, Office
of Compliance and Biologics Quality
(HFM-600), 1401 Rockville Pike, suite
200N, Rockville MD, 20852—-1448 by
either a paper or electronic filing:

(1) If you make a paper filing, you
should identify on the envelope that a
BPDR (biological product deviation
report) is enclosed; or

(2) If you make an electronic filing,
you may submit the completed Form
FDA-3486 electronically through
CBER’s website at www.fda.gov/cber.

(f) How does this regulation affect
other FDA regulations? This part
supplements and does not supersede
other provisions of the regulations in
this chapter. All biological product
deviations, whether or not they are
required to be reported under this
section, should be investigated in
accordance with the applicable
provisions of parts 211, 606, and 820 of
this chapter.

Dated: June 8, 2000.
Margaret M. Dotzel
Associate Commissioner for Policy
[FR Doc. 00-28133 Filed 11-3-00; 8:45 am]
BILLING CODE 4160-00-F



66636

Federal Register/Vol. 65, No. 216/ Tuesday, November 7, 2000/Rules and Regulations

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 808 and 820

[Docket No. OON-1561]

Exemption From Federal Preemption
of State and Local Cigarette and
Smokeless Tobacco Requirements;
Revocation

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is revoking its
regulation governing the exemption
from Federal preemption of State and
local medical device requirements for
the sale and distribution of cigarettes
and smokeless tobacco to children and
adolescents. This action is being taken
in response to the Supreme Court
Decision of March 21, 2000, in which
the court held that Congress has not
given FDA the authority to regulate
tobacco products as customarily
marketed. On March 31, 2000, FDA
removed its regulations restricting the
sale and distribution of cigarettes and
smokeless tobacco to children and
adolescents. Because these regulations
are not in effect, the State requirements
are not preempted. Therefore, FDA is
revoking its regulations exempting the
State and local requirements from
preemption. This rule is also adding a
regulation that was inadvertently
removed in a previous document.

DATES: This rule is effective November
7, 2000.

FOR FURTHER INFORMATION CONTACT: Rosa
M. Gilmore, Center for Devices and
Radiological Health (HFZ-215), Food
and Drug Administration, 1350 Piccard
Dr., Rockville, MD 20850, 301-827—
2970.

SUPPLEMENTARY INFORMATION: In the
Federal Register of August 28, 1996 (61
FR 44398), FDA issued a final regulation
restricting the sale and distribution of
cigarettes and smokeless tobacco to
children and adolescents. In the Federal
Register of November 28, 1997 (62 FR
63271), FDA issued a final rule granting
exemption from preemption under
section 521 of the Federal Food, Drug,
and Cosmetic Act (the act) (21 U.S.C.
360Kk) for certain cigarette and smokeless
tobacco requirements in Alabama,
Alaska, and Utah. These requirements
were preempted under section 521 of
the act because they were different from
FDA’s requirements but they could be

exempted because they were more
stringent than FDA’s requirements.

On March 21, 2000, in Food and Drug
Administration vs. Brown & Williamson
Tobacco Corp., et al., the Supreme Court
ruled that Congress has not granted FDA
jurisdiction to regulate tobacco products
as customarily marketed. In accordance
with this ruling, the agency issued a
final rule in the Federal Register of
March 31, 2000 (65 FR 17135), removing
its regulations restricting the sale and
distribution of cigarettes and smokeless
tobacco to children and adolescents.
The agency inadvertently failed to
remove the regulations granting
exemptions from Federal preemption for
these three States. Because the FDA
regulations are not in effect, the State
requirements are not preempted and
may remain in effect. The agency also
inadvertently removed § 820.1(e) (21
CFR 820.1(e)) (65 FR 17135). Section
820.1(e) did not relate to tobacco.
Therefore, it is being added in this rule.

List of Subjects

21 CFR Part 808

Intergovernmental relations, Medical
devices.

21 CFR Part 820

Medical devices, Reporting and
recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR parts 808
and 820 are amended as follows:

PART 808—EXEMPTIONS FROM
FEDERAL PREEMPTION OF STATE
AND LOCAL MEDICAL DEVICE
REQUIREMENTS

1. The authority citation for 21 CFR
part 808 continues to read as follows:
Authority: 21 U.S.C. 360j, 360k, 371.

§808.51 [Removed]
2. Remove §808.51.

§808.52 [Removed]
3. Remove §808.52.

§808.94 [Removed]
4. Remove § 808.94.

PART 820—QUALITY SYSTEM
REGULATION

5. The authority citation for 21 CFR
part 820 continues to read as follows:
Authority: 21 U.S.C. 351, 352, 360, 360c,

360d, 360e, 360h, 360i, 360j, 3601, 371, 374,
381, 383.

6. Section 820.1 is amended by
adding paragraph (e) to read as follows:

§820.1 Scope.

* * * * *

(e) Exemptions or variances. (1) Any
person who wishes to petition for an
exemption or variance from any device
quality system requirement is subject to
the requirements of section 520(f)(2) of
the act. Petitions for an exemption or
variance shall be submitted according to
the procedures set forth in § 10.30 of
this chapter, the FDA’s administrative
procedures. Guidance is available from
the Center for Devices and Radiological
Health, Division of Small Manufacturers
Assistance (HFZ-220), 1350 Piccard Dr.,
Rockville, MD 20850, U.S.A., telephone
1-800-638—-2041 or 1-301-443-6597,
FAX 301-443-8818.

(2) FDA may initiate and grant a
variance from any device quality system
requirement when the agency
determines that such variance is in the
best interest of the public health. Such
variance will remain in effect only so
long as there remains a public health
need for the device and the device
would not likely be made sufficiently
available without the variance.

Dated: October 30, 2000.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 00-28522 Filed 11-6—00; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 17
RIN 2900-AK57

VA Payment for Non-VA Public or
Private Hospital Care and Non-VA
Physician Services That Are
Associated With Either Outpatient or
Inpatient Care

AGENCY: Department of Veterans Affairs.
ACTION: Final rule.

SUMMARY: This document amends our
medical regulations concerning VA
payment for non-VA public or private
hospital care provided to eligible VA
beneficiaries. This document also
amends our medical regulations
concerning VA payment for non-VA
physician services that are associated
with either outpatient or inpatient care
provided to eligible VA beneficiaries at
non-VA facilities. With certain
exceptions, these payments have been
based on Medicare methodology.
Sometimes VA can negotiate contracts
with hospitals or physicians or with
their agents to reduce the payment
amounts. This document amends these
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regulations to allow VA to make lower
payments based on such negotiations.

DATES: Effective Date: November 7,
2000.

FOR FURTHER INFORMATION CONTACT:
Tony Guagliardo, Health Administration
Service, (10C3), Veterans Health
Administration, Department of Veterans
Affairs, 810 Vermont Avenue, NW.,
Washington, DC 20420, (202) 273-8307.
(This is not a toll-free number.)

SUPPLEMENTARY INFORMATION:
Administrative Procedure Act

This document allows VA to pay
hospitals and physicians the amount
that they on their own or through agents
have negotiated to receive from VA.
Accordingly, this document reflects
contract actions that are exempt from
the prior notice-and-comment and
delayed effective date provisions of 5
U.S.C. 553.

Unfunded Mandates

The Unfunded Mandates Reform Act
requires (in section 202) that agencies
prepare an assessment of anticipated
costs and benefits before developing any
rule that may result in an expenditure
by State, local, or tribal governments, in
the aggregate, or by the private sector of
$100 million or more in any given year.
This rule would have no consequential
effect on State, local, or tribal
governments.

Regulatory Flexibility Act

The Secretary hereby certifies that
this 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. This rule would
affect only a small portion of the
business of the affected entities.
Accordingly, pursuant to 5 U.S.C.
605(b), this rule is exempt from the
initial and final regulatory flexibility
analysis requirements of §§ 603 and 604.

Catalog of Federal Domestic Assistance
Numbers

The Catalog of Federal domestic assistance
numbers for the programs affected by this
rule are 64.005, 64.007, 64.008, 64.009,
64.010, 64.011, 64.012, 64.013, 64.014,
64.015, 64.016, 64.018, 64.019, 64.022, and
64.025.

List of Subjects in 38 CFR Part 17

Administrative practice and
procedure, Alcohol abuse, Alcoholism,
Claims, Day care, Dental health, Drug
abuse, Foreign relations, Government
contracts, Grant programs health, Grant
programs-veterans, Health care, Health
facilities, Health professions, Health
records, Homeless, Medical and dental

schools, Medical devices, Medical
research, Mental health programs,
Nursing homes, Philippines, Reporting
and record-keeping requirements,
Scholarships and fellowships, Travel
and transportation expenses, Veterans.

Approved: October 31, 2000.
Hershel W. Gober,
Acting Secretary of Veterans Affairs.

For the reasons set out in the
preamble, 38 CFR part 17 is amended as
set forth below:

PART 17—MEDICAL

1. The authority citation for part 17
continues to read as follows:

Authority: 38 U.S.C. 501, 1721, unless
otherwise noted.

2.In §17.55, a new paragraph (k) is
added; and the authority citation at the
end of the section is revised, to read as
follows:

§17.55 Payment for authorized public or
private hospital care.
* * * * *

(k) Notwithstanding other provisions
of this section, VA, for public or private
hospital care covered by this section,
will pay the lesser of the amount
determined under paragraphs (a)
through (j) of this section or the amount
negotiated with the hospital or its agent.

(Authority: 38 USC 513, 1703, 1728; § 233 of
P. L. 99-576)

3. Remove the undesignated center
heading immediately before § 17.56.

4.In §17.56, a new paragraph (e) is
added to read as follows:

§17.56 Payment for non-VA physician
services associated with outpatient and
inpatient care provided at non-VA facilities.

* * * * *

(e) Notwithstanding other provisions
of this section, VA, for physician
services covered by this section, will
pay the lesser of the amount determined
under paragraphs (a) through (d) of this
section or the amount negotiated with
the physician or the physician’s agent.

(Authority: 38 U.S.C. 513, 38 U.S.C. 1703,
38 U.S.C. 1728)

5. Add an undesignated center
heading immediately before § 17.57 to
read as follows:

Use of Community Nursing Home
Care Facilities.

[FR Doc. 00-28472 Filed 11-06—00; 8:45 am]
BILLING CODE 8320-01-P

LEGAL SERVICES CORPORATION
45 CFR Part 1628

Recipient Fund Balances

AGENCY: Legal Services Corporation.
ACTION: Final rule.

SUMMARY: This final rule revises the
Corporation’s rule on recipient fund
balances to provide the Corporation
with more discretion to determine
whether to permit a recipient to
maintain a fund balance of up to 25%
of its LSC support for a particular
reporting period and to specify a limited
number of extraordinary and compelling
circumstances for which LSC has
discretion to permit a recipient to
maintain a fund balance in excess of
25% of its LSC support. The final rule
also adds additional requirements and
limitations applicable to waiver requests
and the use of excess fund balances.
Finally, the rule is restructured for
clarity and for consistency with other
Corporation regulations.

EFFECTIVE DATE: This final rule is
effective on December 7, 2000.

FOR FURTHER INFORMATION CONTACT:
Victor M. Fortuno, Vice President for
Legal Affairs, Legal Services
Corporation, 750 First Street, NE.—Suite
1000, Washington, DC 20002-4250;
202-336-8800.

SUPPLEMENTARY INFORMATION: On
September 11, 1998, the Operations and
Regulations Committee (“Committee”)
of the Legal Services Corporation
(“LSC” or “‘the Corporation”) Board of
Directors (“Board”’) met to consider
proposed revisions to the Corporation’s
rule governing recipient fund balances,
45 CFR part 1628. The Committee
adopted a proposed rule that was
published in the Federal Register for
public comment at 63 FR 56591
(October 22, 1998). Nineteen comments
were received and considered by the
Corporation.

Following the close of the comment
period, the Committee met on February
21, 1999, to review the public comment
on the proposed rule. No action was
taken on the proposed rule at that time
as the Committee was advised by the
Corporation’s staff that additional time
was needed to consider fully a number
of issues raised by the public comment
and to formulate informed
recommendations for the Committee’s
consideration in adopting a final rule.

The Committee was briefed by staff on
two issues raised by one commenter
which challenged the legal sufficiency
of the proposed rulemaking and the
legal authority for the Corporation to
permit any carryover of fund balances
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by recipients. The commenter’s legal
sufficiency claim was mistakenly based
on the Administrative Procedures Act, a
law which does not apply to LSC
rulemaking, and a similarly erroneous
allegation that the public record failed
to include certain ““factual information”
on which LSC relied—or, in the eyes of
the commenter, should have relied—in
developing the proposed rule. As
explained to the Committee, the
preamble to the proposed rule properly
incorporated by reference information
which was already a matter of public
record and readily made these materials
and any other factual information
available to the public upon request.
The commenter further asserted that the
Corporation’s proposed fund balance
provisions were contrary to federal law,
specifically relying on the Office of
Management and Budget Circular A—
110, Uniform Administrative
Requirements for Grants and
Agreements with Institutions of Higher
Education, Hospitals and Other Non-
Profit Organizations (OMB Circular A—
110). Contrary to the commenter’s
assertion, OMB Circular A-110
expressly authorizes the recipients to
carry forward unobligated balances to
subsequent funding periods. OMB
Circular A-110, § _.25(e)(3), 58 FR
62992, 62999 (November 29, 1993).

On June 11, 1999, the Committee
again met to consider public comments
on the proposed rule. The Committee
adopted a number of revisions to the
rule, but deferred action on the final
rule pending additional staff research
into the policies and practices of other
agencies awarding federal grants and
contracts with regard to extraordinary
and compelling circumstances for the
carryover of an excess fund balance. The
Committee took under consideration the
need to permit a fund balance in excess
of its 25% limitation in extraordinary
cases, where a recipient received a large,
lump-sum infusion of funds, for
example, from the sale of real property,
insurance proceeds, or a court-awarded
judgment. Where such funds are derived
from the past expenditure of LSC funds,
they may, because of the amount or
timing of their receipt, cause a fund
balance in excess of 25% of the
recipient’s total LSC support for that
year. In particular, the Committee
sought additional information from staff
on the policies adopted by federal
agencies with regard to grantee fund
balances and whether fund balances in
excess of 25% of a grantee’s annual
federal support are ever permitted, and,
if so, under what circumstances.

On November 19, 1999, the
Committee met to consider the staff’s
report on the outstanding issues raised

at its last meeting and to again receive
public comment. The Committee was
advised that in 1993, OMB Circular A—
110, the governing authority for most
federal grants to non-profit
organizations, was amended to expand
the authority of discretionary grantees to
undertake certain types of
administrative actions without prior
agency approval, including the ability to
carry forward unobligated fund balances
into a subsequent funding period (58 FR
62992, November 29, 1993). Having
reviewed the regulations and policies
issued by more than twenty federal
agencies under the amended OMB
guidelines, LSC staff advised the
Committee that the Corporation’s
proposed fund balance policies were
more strict than those adopted by most
federal agencies. Few federal agencies
employ a cap on the amount of funds
that may be carried over by a grantee,
with or without prior agency approval.
Most agencies require notification of
fund balances, and some reserve the
discretion to disallow the carryover or
to offset it against future grant funds
under particular circumstances, such as
when it exceeded 25% of the grant
award, or the grantee was at high risk of
failure to comply with statutory
requirements. Staff also provided the
Committee with a breakout of the fund
balances reported by recipients for fiscal
year 1997, the most recent, complete
data available. After considering the
staff report and taking other public
comment on the rule, the Committee
made a number of additional revisions
to the rule and voted to recommend to
the Board that the rule as revised be
adopted as a final rule. On November
20, 1999, the Board did adopt as final
the rule as revised and reported by the
Committee.

This final rule is intended to provide
the Corporation with more discretion to
determine whether to permit a recipient
to maintain a fund balance of up to 25%
of its LSC support for a particular period
and sets forth the requirements and
limitations applicable to waiver requests
and the uses of fund balances. The final
rule also authorizes the Corporation to
exercise its discretion to waive the 25%
cap on excess fund balances in three
specific circumstances when
extraordinary and compelling reasons
exist for such a waiver. Finally, the rule
is restructured for clarity and
consistency with other LSC regulations.

A section-by-section analysis is
provided below.

Section-by-Section Analysis

Section 1628.1 Purpose

The final rule adopts the revisions to
this section as proposed. Those
revisions deleted or moved parts of the
section because they were not
statements of the purpose of the rule. As
revised, the purpose of the rule is stated
as setting forth the Corporation’s
policies and procedures for recipient
fund balances. The final rule retains the
underlying intent of the current rule
which is to ensure the timely
expenditure of LSC funds for the
effective and economical provision of
high quality legal assistance to eligible
clients.

Section 1628.2 Definitions

The proposed rule clarified and
updated the meaning of three of the
current terms to make them consistent
with other changes in LSC regulations,
and retained a fourth term without
change.

In the final rule, “excess fund
balance” has been added as a defined
term for clarity. “Excess fund balance”
is defined to mean the amount of a
recipient’s LSC fund balance that
exceeds the amount the recipient is
authorized to retain under the
regulation.

As proposed, the term “LSC support”
was defined as the sum of three
amounts: (1) The recipient’s LSC
carryover funds from the prior fiscal
year; (2) the amount of the recipient’s
LSC grant for the year in question; and
(3) any LSC derivative income earned by
the recipient during the year in
question. In the final rule, the
Corporation has deleted a recipient’s
prior year carryover funds from the
definition of LSC support. As pointed
out during the comment period,
including carryover funds in LSC
support could artificially inflate the
amount of funds permitted to be carried
over under the percentage ceilings used
in the rule. As this result was not
intended by the Corporation, the
reference to the prior year’s carryover
funds has been deleted and the
remaining components of the definition
of “LSC support” renumbered
accordingly. The language was further
amended to make clear the fiscal year
being referenced and that one-time and
special purpose grants were not to be
included in the definition of “LSC
support” as either financial assistance
or derivative income. The rules
governing fund balances for one-time
and special purpose grants are
discussed in more detail in § 1628.3(g)
below.
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The final rule replaces the defined
term “fund balance amount” with “fund
balance” for ease of use and clarity.
Other minor language changes were also
incorporated for clarity. The final
definition makes clear that a “fund
balance” is the amount by which LSC
support, together with the prior year’s
carryover amount of LSC Funds,
exceeds the recipient’s expenditures of
LSC Funds, including capital
acquisitions, as these amounts are
reported in the recipient’s annual audit.
Some commenters recommended doing
away with the term “fund balance”
altogether as that term is inconsistent
with generally accepted accounting
principles set forth in the Statement of
Financial Accounting Standards (FASB)
No. 117, Financial Statements for Not-
for-Profit Organizations. The current
FASB Statement No. 117 speaks in
terms of three categories of ‘“net assets”
rather than fund accounting. This issue
was addressed by the Corporation in
1997 when it republished its
Accounting Guide for LSC Recipients
(August, 1997) following the FASB
Statement No. 117 change. To permit
the separate reporting of LSC revenue
and expenditures, while at the same
time adhering to Statement No. 117,
Section 2—4 of LSC’s Accounting Guide
requires separate reporting, preferably
through a supplemental schedule to be
attached to audited financial statements
prepared in accordance with FASB
Statement No. 117. The supplemental
schedule details the receipt and
expenditure of LSC funds and permits
the calculation of the LSC “fund
balance.” Therefore, the final rule
retains the term “fund balance.”

The final rule retains the meaning of
the term “fund balance percentage” but
has revised the language to be consistent
with its use as a defined term. The fund
balance percentage is the percentage
ratio of the LSC fund balance to the
recipient’s LSC support.

The final rule adopts without change
the proposed definition of “recipient,”
which was updated to reflect the current
law limiting grants for financial
assistance to those authorized by
§1006(a)(1)(A) of the LSC Act and to be
consistent with the meaning of the term
as defined elsewhere in the regulations.

Section 1628.3 Policy

The proposed rule restructured this
section to consolidate statements of
general policy on recipient fund
balances in this section and to move
provisions that dealt more with
procedure to other sections of the rule.

Paragraph (a) states the Corporation’s
long-standing policy that recipients
may, without any prior LSC approval,

retain a fund balance of up to 10% of
their LSC support. While this policy has
not changed from the current rule, the
Corporation received significant
comment urging that the ceiling on fund
balances be raised. A number of
commenters argued that their own
accountants or auditors recommended
higher fund balance retention in the
interests of sound financial management
for nonprofit corporations. The
commenters, however, differed on the
appropriate level for such fund
balances, with recommendations
ranging as low as one month’s operating
expenses to three or six months of
expenses, or even higher. The majority
of the recipients that commented
suggested increasing the fund balance
which could be retained without
specific LSC approval to between 15%
and 25% of LSC support. Several
commenters noted that their other
funders generally did not permit their
funds to be included in fund balances,
making the inclusion of LSC funds for
this purpose more critical for the
recipient’s stability as an ongoing
enterprise and to ease the transition for
the recipient should it lose some or all
of its LSC funding.

The Corporation has retained the 10%
ceiling on the level of fund balances that
recipients may carryover without
specific LSC approval. The Corporation
was not convinced by the comments
that a higher level was either necessary
or appropriate at this time. The primary
purpose of LSC funding is to enable the
recipient to provide a maximum of high
quality legal assistance to eligible
clients, rather than to underwrite the
long term fiscal stability of the recipient.
There is an inherent tension between
the purpose of the grant funds and the
non-expenditure of these funds solely to
underwrite the entity’s viability as an
ongoing enterprise. Nothing in the
comments persuades the Corporation
that an amount in excess of the current
10% ceiling is necessary.

In 1980, the GAO was critical of fund
balances between 20% and 31% of a
recipient’s annual grant. While OMB
introduced more flexibility into grantee
administration of its federal funding
through its amendments to Circular A—
110, there is no empirical evidence that
the GAO criticisms of fund balances for
LSC recipients are any less valid today.
Nor have the commenters demonstrated
any compelling need for higher fund
balances. Additionally, large fund
balances could create the potential for
misuse of such funds. In 1997, the last
year for which complete records were
available, recipients carried over $17.9
million in LSC funding, compared to
$49.6 million in non-LSC funding. The

data further reflect that most recipients
report carry over of funds and that, of
those that do, the majority carried over
significantly more non-LSC funds than
LSC funds. These data tend to refute the
argument of the commenters that LSC
funds are necessary for an adequate
fund balance because of the general lack
of non-LSC funds available for this
purpose. Nor does the Corporation
adhere to the principle underlying these
claims, that LSC funds should be used
to underwrite a recipient’s financial
stability when other funders will not do
so. Especially with the advent of
competitive grants, LSC would prefer to
have its grants go to client service rather
than to reserve funds for grant transition
activities and needs. Where such needs
exist, LSC can provide the necessary
funding.

Paragraph (b) permits recipients to
request a waiver from LSC to retain a
fund balance of up to 25% of their LSC
support. Such waivers are granted at the
discretion of LSC and require a showing
of special circumstances to justify the
waiver. As discussed above, several
commenters sought a fund balance
ceiling of 25% or higher to be
automatic, rather than by waiver.
However, the Corporation disagreed
with these comments and has retained
the ceiling of 10% for fund balances
which can be retained without prior
LSC approval, and up to 25% only upon
a waiver request to LSC, supported by
a showing of special circumstance.
Consistent with the proposed
rulemaking, however, LSC has relaxed
somewhat the showing required to
obtain a waiver for a fund balance of up
to 25% of a recipient’s LSC support. The
particular standards are discussed
below in § 1628.4.

In the final rule, the Corporation has
added a new paragraph (c) which
permits a recipient to request a waiver
to retain a fund balance in excess of
25% of their LSC support in
extraordinary and compelling
circumstances. The rule further limits
“extraordinary and compelling
circumstances” by specifying only three
possible sources for such funds: (1) An
insurance reimbursement; (2) the sale of
real property; and (3) the receipt of
monies from a lawsuit in which the
recipient was a party.

Although the Corporation did not find
it necessary or appropriate to raise the
ceilings in effect for routine fund
balance carryovers or waivers, it was
swayed by the comments concerning
unusual and compelling circumstances
which could arise that may justify
retention of a fund balance in excess of
25% of a recipient’s LSC support. In
general these circumstances arise when
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there is a sudden and unexpected
infusion of funds which are derived
from prior LSC grant funds but are not
part of the current year’s funding. By
their nature, these funds may be
substantial in amount. Instances
discussed included the settlement of an
insurance claim resulting in the
payment to the recipient of a large
insurance reimbursement; the receipt of
a substantial amount as proceeds from
the sale of real property; or, the receipt
of an award based on a judgment or
settlement in a lawsuit to which the
recipient was a party. In these cases,
because of the timing of the receipt of
the funds or the amount of such funds
or both, it may be more prudent to
permit the recipient to carryover the
funding into the next fiscal year, even
if the amount of the carryover will
exceed 25%, than to require the
recipient to spend the funds in the fiscal
year received. The recipient can better
plan and find the best use for the funds,
rather than being forced into a hasty
expenditure simply to avoid the
limitation on the carryover of fund
balances and the resultant surrender of
the excess fund balances to the
Corporation.

The Committee considered using a
standard of “‘extraordinary and
compelling” for these waivers with the
three specific circumstances discussed
as examples. However, it was felt that
more guidance was required to avoid
erosion of the standard. Therefore, the
Board ultimately decided to limit the
permissible circumstances for these
extraordinary waivers to the three
conditions which have in the past been
known to give rise to the sudden
infusion of large sums, and hence may
precipitate the need for a waiver. By
limiting the circumstances justifying
such waivers, the Corporation intends to
provide notice to recipients of the
limited types of circumstance in which
extraordinary excess fund balances will
be tolerated, thereby avoiding any
misunderstanding, abuse, or erosion of
the standard.

In the final rule, proposed paragraph
(c) is relettered as (d) and otherwise
retains the policy that the granting of
any waiver request is at the discretion
of the Corporation. The final rule makes
explicit that the discretion to grant a
waiver applies to both requests for
waivers of up to 25% of a recipient’s
LSC support and for waivers in excess
of 25%. In addition, the final rule refers
to the criteria in § 1628.4(d) which
governs the Corporation’s exercise of its
waiver discretion.

In the final rule, proposed paragraph
(d) is relettered as (e) and continues to
state that, absent a waiver, a fund

balance in excess of 10% of LSC support
is to be repaid to the Corporation. In
addition, the final rule continues the
policy requiring repayment to LSC of
any amount in excess of the amount
permitted under a waiver granted by the
Corporation. As suggested during the
comment period, the two sentences
describing the alternative means of
repayment have been moved to the
section on procedures (see § 1628.4(c)).

In the final rule, proposed paragraph
(e) is relettered as (f), but is otherwise
unchanged. It continues to clarify LSC
policy that the recovery of excess fund
balances does not constitute a
termination of funds under Part 1606 of
the Corporation’s regulations.

Finally, the final rule reletters
paragraph (f) as (g) and retains the
substance of the proposed rule to make
clear that one-time and special purpose
grants awarded by the Corporation are
not subject to the fund balance rules in
this part, are not part of the calculation
of fund balances pursuant to this rule,
but are to be separately accounted for
and reported. The rule also continues
LSC’s policy that unexpended funds
from one-time and special purpose
grants must be returned to the
Corporation at the end of the grant term
unless the Corporation has approved the
expenditure of those funds in writing.
The Corporation Office of Compliance
and Enforcement is planning to update
the LSC Accounting Guide to reflect the
revisions to the rule, including
treatment of one-time and special
purpose grants as provided for in this
provision.

Section 1628.4 Procedure

This section sets out the procedures
applicable to recipient fund balances. It
has been revised to provide the basis on
which the Corporation will exercise its
discretion to grant a waiver of an excess
fund balance and the requirements
which are intended to ensure careful
oversight by the Corporation of a
recipient’s fund balances. The
procedures apply to both waivers of the
10% ceiling for a fund balance of up to
25% of a recipient’s LSC support and
waivers of the 25% ceiling in
extraordinary and compelling
circumstances. The final rule
consolidates the procedural
requirements in the current rule in this
section and updates those requirements
as necessary.

Paragraph (a) of the final rule sets out
the timeframe for recipients whose fund
balance exceeds the 10% ceiling to
request a waiver from the Corporation
and the required content of such waiver
requests. The final rule provides a
recipient with 30 days from the

submission of the recipient’s annual
financial audit in which to request a
waiver. By tying the waiver request to
the submission date for the recipient’s
annual financial audit, the Corporation
intends to place recipients on notice of
a fixed date for such requests. As used
in this paragraph, the submission date
for the recipient’s annual financial audit
is the date on which such audit is due
to be submitted to the Corporation,
which is currently specified in the LSC
Audit Guide as 120 days from the close
of the grantee’s fiscal year.

Several comments urged that the rule
provide for advance or preliminary
approvals. According to the comments,
advance approval would permit better
fiscal planning and would allow the
expenditure of fund balances earlier in
the following fiscal year. Although these
concerns have merit, approval is by
definition based on the amount of fund
balance indicated in the recipient’s
audit, and that audit is not available
until after the end of the fiscal year.
This rule does not preclude the
recipient’s request for a Corporation
action on a waiver prior to the close of
the fiscal year, it simply does not
require the Corporation to provide for
advance approval. The Corporation
already has a practice of providing
informal guidance to recipients who
inquire early about their anticipated
fund balances. This practice will
continue to be available to recipients,
but need not be required by regulation.

Paragraph (a) of the final rule
incorporates the content of waiver
requests which was specified in
paragraph (c) of the proposed rule. The
final rule continues to require that
waiver requests specify: (1) The fund
balance as reported in the recipient’s
annual audit; (2) the reason for the
excess fund balance; (3) the recipient’s
plans for use of the excess fund balance;
(4) the fund balance, if any, that the
recipient projects for the current fiscal
year; and (5) the circumstances
justifying retention of the excess fund
balance. The Corporation revised item
(3) to delete the proposed reference to
a Technology Investment Plan and other
specific requirements related to
information technology systems. The
Corporation decided there was
insufficient support for singling out
information technology systems for
special treatment under its fund balance
rules. The need to acquire or update the
hardware or software related to a
recipient’s information technology
systems is simply one example of
equipment or property acquisition for
which an excess fund balance may be
used. Other stylistic and clarifying
language changes have been made,
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including expanding the reference to
circumstances in item (5) to include
both the special circumstances required
to justify the retention of an excess fund
balance of up to 25% of the recipient’s
LSC support and the extraordinary and
compelling circumstances specified in
§ 1628.3(c) necessary to justify retention
of a fund balance in excess of 25% of
the recipient’s LSC support.

The Corporation proposed in
paragraph (b) of this section to identify
its obligations to consider the recipient’s
final audit, fund balance statements,
and waiver requests, if any, and to
provide timely written notice to the
recipient of any fund balance amount to
be recovered and the method of
recovery. In the final rule, the scope of
paragraph (b) was narrowed to focus on
the Corporation’s obligation to respond
in a timely fashion to a recipient’s
request for a waiver or to notify the
recipient that the excess fund balance
must be repaid to the Corporation. In
addition, the final rule requires that the
Corporation respond within 45 days of
its receipt of a waiver request. The 45
day period for the Corporation’s
decision and response to a waiver
request was deemed reasonable and
necessary because of the likelihood that
multiple requests would be submitted at
about the same time each year. In this
regard, the written response to a waiver
request or notice of demand for
repayment of the excess fund balance
may be provided by the Corporation by
physical delivery, such as regular mail,
or electronically, such as e-mail, when
feasible. Either method is likewise
acceptable for the submission of waiver
requests.

The final rule contains a new
paragraph (c) which consolidates the
information previously located in
paragraph (b) (discussed above)
concerning the timeliness of repayment
notices and in the policy section (see
§1628.3(e), supra) concerning the
methods of repayment. The final rule
continues to require written notice of
repayment of an excess fund balance at
least 30 days prior to the date when
repayment is due. Furthermore, the final
rule continues to authorize the
Corporation to decide, after consultation
with the recipient, on the method of
repayment. Two repayment methods are
contemplated: a lump sum payment or
a pro rated deduction from the
recipient’s monthly grant payments
spread over a specified number of
months. Irrespective of the recovery
method used, however, the recipient
should generally expect the recovery to
be complete within the term of the
current grant.

Paragraph (d) of the proposed rule
stated that excess fund balances could
not be expended by the recipient prior
to approval by the Corporation of a
waiver request. This paragraph has been
deleted from the final rule as
unnecessary and redundant. It remains
the policy of the Corporation that a
recipient needs to obtain LSC’s approval
of a waiver request before it may expend
any excess fund balances.

In the final rule, proposed paragraph
(e) is relettered as paragraph (d) and
continues to identify the standards
governing the Corporation’s decision to
grant a waiver request. The overarching
standard continues to be that recipients
provide high quality legal assistance to
clients in an effective and economical
manner. While prohibiting excess fund
balances promotes this purpose,
regulated use of carryover funds under
certain circumstances is also consistent
with this purpose. Based on changing
needs and the Corporation’s experience
with fund balances since 1984, the
standards enumerated in paragraph (d)
are intended to reflect both generally
and specifically the circumstances
under which the Corporation may grant
a fund balance waiver.

The first standard under paragraph (d)
garnered the most comment. The
Corporation had proposed relaxing the
standard from ‘“‘emergencies, or unusual
or unexpected occurrences, or
extraordinary circumstances” to
‘“emergencies, unusual or unexpected
occurrences, or circumstances” which
give rise to an excess fund balance.
Commenters generally approved the
broader discretion available to the
Corporation under the proposed
standard. According to the commenters,
justifiable reasons for waiving the 10%
ceiling on fund balance retention exist
which do not rise to the current
standard of “‘extraordinary
circumstances.” One commenter,
however, critiqued the proposed
standard as too lax and feared it may
result in a de facto increase in the
ceiling on fund balances from 10% to
25%.

In the final rule, the standard has
been changed to refer to the
“circumstances giving rise to the
existence of a fund balance in excess of
10% of LSC support set out in
§1628.3(b) or (c).” Thus, the final
standard incorporates by reference the
need for “special circumstances” to
justify a waiver to retain an excess fund
balance of up to 25% of a recipient’s
LSC support and “extraordinary and
compelling circumstances” as specified
in § 1628.3(c) to justify a waiver for a
fund balance in excess of 25% of a
recipient’s LSC support. For waivers of

up to 25% of LSC support, the
Corporation has more flexibility and
discretion than under the current
standard to grant a waiver, while at the
same time requiring a showing of a
special circumstance to avoid such
waivers from becoming the norm.
Moreover, to obtain a waiver in excess
of 25% of LSC support, the recipient
must demonstrate that one of the three
circumstances specified in § 1628.3(c)
gave rise to the excess fund balance in
order to show extraordinary and
compelling circumstances to justify a
waiver. Thus, the ability of a recipient
to obtain a waiver to retain a fund
balance in excess of 25% of its LSC
support is narrowly circumscribed.

Moreover, the circumstances giving
rise to the excess fund balance remain
but one of four factors to be considered
by the Corporation in granting or
denying a waiver request. The final rule
retains without change two factors from
the current rule: the special needs of
clients and the recipient’s financial
management record. The final factor
combines subparagraphs (3) and (4) of
the proposed rule into a single
subparagraph (3) in the final rule. As
revised, subparagraph (3) in the final
rule retains authority for the
Corporation to consider the recipient’s
need for a cash reserve for payments to
private attorneys participating in the
recipient’s private attorney involvement
(“PAI”) program and adds language
authorizing the consideration of the
recipient’s need to acquire equipment or
property or for other expenditures
which are reasonable and necessary for
the performance of the LSC grant. The
additional language, in part, replaces
the proposed rule’s subparagraph (4)
which separately stated as a factor the
recipient’s need for a cash reserve to
replace or update information
technology systems. Only a few
comments addressed the technology
issue and a review of past fund balance
requests and prior approval requests
under Part 1630 (Cost standards and
procedures) indicated no need for a
specific regulatory factor related solely
to information technology systems. The
language in the final rule is expected to
provide the Corporation with sufficient
discretion and flexibility to deal with a
variety of requests for waivers, not
merely those related to information
technology systems. For example, a cash
reserve in a coming fiscal year may be
needed to acquire new property or to
acquire equipment that may make the
program more accessible to
handicapped clients, or for additional
staff necessary to handle an anticipated
influx of clients due to changes in
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medical, housing or other benefits
adversely impacting on the client
community.

In the final rule, the proposed new
paragraph (f) is re-lettered as paragraph
(e), and its substantive provisions for
tighter controls on the use of fund
balances by recipients are retained
without change. Thus, the Corporation’s
written approval of waiver request will
specify the time period within which
the excess fund balance must be
expended and the uses for which the
funds may be expended. In specifying
the time period for the expenditure of
any excess fund balances, the
Corporation’s written approval will
indicate whether the expenditure may
be permitted beyond the end of the
current fiscal year.

The final rule retains as paragraph (f)
the current and proposed requirements
for the separate reporting of any excess
fund balance retained by a recipient for
expenditure pursuant to an approved
waiver request. Revisions to this
paragraph clarify that approved excess
fund balances should be reported
separately by natural line item in the
current fiscal year’s audited financial
statements. ‘“Natural line item” or
“natural expense classification” is a
term of art in the accounting field which
means the itemizing of expenses
according to the kinds of economic
benefits received by incurring the
expense. Examples of natural line items
or natural expense classifications
include salaries and wages, employee
benefits, supplies, rent, and utilities.
See the American Institute of Certified
Public Accountants Audit and
Accounting Guide for Not-for-Profit
Organizations, June 1, 1996 edition,
Glossary, at 367.

Finally, in the final rule, a new
paragraph (g) has been added. Paragraph
(g) requires recipients to inform the
Corporation of and seek its guidance
with respect to changes in the
conditions on the timing or purposes for
the expenditure of excess fund balances
as set out in the Corporation’s written
approval of a waiver request. The new
paragraph is intended to place
recipients on notice of their obligation
to inform LSC of changes in
circumstances which make compliance
with the terms and conditions of their
waiver difficult or impossible, for
example, uncontrollable delays in
settling on the purchase of new
property, sudden and unexpected
market changes that may alter the
economics of a planned purchase, or
newly emergent priorities for which the
expenditure should be redirected. The
Corporation will then provide the
recipient with guidance on whether the

change in the purpose of the
expenditure or the need for more time
for the expenditure, or both, warrants a
change in the conditions for the waiver.
Failure of a recipient to notify the
Corporation and obtain approval for
changes in its waiver conditions could
result in any nonconforming
expenditures being treated as a
questioned cost by the Corporation
under Part 1630.

Section 1628.5 Fund Balance Deficits

The final rule retains with only minor
technical or clarifying changes the
provisions of the current rules
governing recipient deficits. Deficits
continue to be discouraged and use of
LSC funds to liquidate a deficit requires
prior Corporation approval. Absent
prior approval, LSC funds used for this
purpose will result in a questioned cost.
Only a few conforming language
changes have been made to this section.

List of Subjects in 45 CFR Part 1628

Administrative practice and
procedures, Legal services

For reasons set forth in the preamble,
LSC revises 45 CFR Part 1628 to read as
follows:

PART 1628—RECIPIENT FUND
BALANCES

Sec.

1628.1
1628.2
1628.3
1628.4
1628.5

Authority: 42 U.S.C. 2996¢(b)(1)(A), 2996f
(a)(3).

§ 1628.1 Purpose

The purpose of this part is to set out
the Corporation’s policies and
procedures applicable to recipient fund
balances. The Corporation’s fund
balance policies are intended to ensure
the timely expenditure of LSC funds for
the effective and economical provision
of high quality legal assistance to
eligible clients.

§1628.2  Definitions.

(a) Excess fund balance means a
recipient’s LSC fund balance that
exceeds the amount a recipient is
permitted to retain under this part.

(b) LSC support means the sum of:

(1) The amount of financial assistance
awarded by the Corporation to the
recipient for the fiscal year included in
the recipient’s annual audited financial
statement, not including one-time and
special purpose grants; and

(2) Any LSC derivative income, as
defined in § 1630.2(c), earned by the
recipient for the fiscal year included in

Purpose.

Definitions.

Policy.

Procedures.

Fund balance deficits.

the recipient’s annual audited financial
statement, not including derivative
income from one-time and special
purpose grants.

(c) The LSC fund balance is the excess
of LSC support plus the prior year
carryover amount over expenditures of
LSC funds (including capital
acquisitions), as each is reported in the
recipient’s annual financial statements.

(d) The fund balance percentage is
the amount of the LSC fund balance
expressed as a percentage of the
recipient’s LSC support.

(e) Recipient, as used in this part,
means any grantee or contractor
receiving financial assistance from the
Corporation under section 1006(a)(1)(A)
of the LSC Act.

§1628.3 Policy.

(a) Recipients are permitted to retain
from one fiscal year to the next LSC
fund balances up to 10% of their LSC
support.

(b) Recipients may request a waiver to
retain a fund balance up to a maximum
of 25% of their LSC support for special
circumstances.

(c) Recipients may request a waiver to
retain a fund balance in excess of 25%
of a recipient’s LSC support only for the
following extraordinary and compelling
circumstances when the recipient
receives an insurance reimbursement,
the proceeds from the sale of real
property, or a payment from a lawsuit
in which the recipient was a party.

(d) A waiver pursuant to paragraph (b)
or (c) of this section may be granted at
the discretion of the Corporation
pursuant to the criteria set out in
§1628.4(d).

(e) In the absence of a waiver, a fund
balance in excess of 10% of LSC support
shall be repaid to the Corporation. If a
waiver of the 10% ceiling is granted,
any fund balance in excess of the
amount permitted to be retained shall be
repaid to the Corporation.

(f) A recovery of an excess fund
balance pursuant to this part does not
constitute a termination under 45 CFR
part 1606. See § 1606.2(c)(2)(ii).

(g) One-time and special purpose
grants awarded by the Corporation are
not subject to the fund balance policy
set forth in this part. Revenue and
expenses relating to such grants shall be
reflected separately in the audit report
submitted to the Corporation. This may
be done by establishing a separate fund
or by providing a separate supplemental
schedule of revenue and expenses
related to such grants as a part of the
audit report. No funds provided under
a one-time or special purpose grant may
be expended subsequent to the
expiration date of the grant without the
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prior written approval of the
Corporation. Absent approval from the
Corporation, all unexpended funds
under such grants shall be returned to
the Corporation.

§1628.4  Procedures.

(a) Within 30 days of the submission
to LSC of its annual audited financial
statements, a recipient may request a
waiver of the 10% ceiling on LSC fund
balances. The request shall specify:

(1) The LSC fund balance as reported
in the recipient’s annual audited
financial statements;

(2) The reason(s) the excess fund
balance resulted;

(3) The recipient’s plan for
disposition of the excess fund balance
during the current fiscal year;

(4) The amount of fund balance
projected to be carried forward at the
close of the recipient’s current fiscal
year; and

(5) The special circumstances
justifying the retention of the excess
fund balance up to 25%, or the
extraordinary and compelling
circumstances set out in § 1628.3(c)
justifying a fund balance in excess of
25%.

(b) Within 45 days of receipt of the
recipient’s waiver request submitted
pursuant to paragraph (a) of this section,
the Corporation shall provide a written
response to the request and a written
notice to the recipient of any fund
balance due and payable to the
Corporation as well as the method for
repayment.

(c) In the event that repayment is
required, the Corporation shall give
written notice 30 days prior to the
effective date for repayment. Repayment
shall be in a lump sum or by pro rata
deductions from the recipient’s grant
checks for a specific number of months.
The Corporation shall determine which
of the specified methods of repayment
is reasonable and appropriate in each
case after consultation with the
recipient.

(d) The decision of the Corporation
regarding the granting of a waiver shall
be guided by the statutory mandate
requiring the recipient to provide high
quality legal services in an effective and
economical manner. In addition, the
Corporation shall consider the following
factors:

(1) Emergencies, unusual or
unexpected occurrences, or the
circumstances giving rise to the
existence of a fund balance in excess of
10% of LSC support set out in
§1628.3(b) or (c);

(2) the special needs of clients;

(3) The need to retain a cash reserve
for payments to private attorneys

participating in the recipient’s private
attorney involvement (PAI) program; for
acquisition of equipment or property; or
for other expenditures which are
reasonable and necessary for the
performance of the LSC grant; and

(4) The recipient’s financial
management record.

(e) The Corporation’s written approval
of a request for a waiver shall require
that the recipient use the funds it is
permitted to retain within the time
period set out in the approval and for
the purposes approved by the
Corporation.

(f) Excess fund balances approved by
the Corporation for expenditure by a
recipient shall be separately reported by
natural line item in the current fiscal
year’s audited financial statements. This
may be done by establishing a separate
fund or by providing a separate
supplemental schedule as part of the
audit report.

(g) The recipient shall promptly
inform and seek guidance from the
Corporation when it determines a need
for any changes to the conditions on
timing or purposes set out in the
Corporation’s written approval of a
recipient’s request for a waiver.

§1628.5 Fund balance deficits.

(a) Sound financial management
practices such as those set out in
Chapter 3 of the Corporation’s
Accounting Guide for LSC Recipients
should preclude deficit spending. Use of
current year LSC grant funds to
liquidate deficit balances in the LSC
fund from a preceding period requires
the prior written approval of the
Corporation.

(b) Within 30 days of the submission
of the recipient’s annual audit, the
recipient may apply to the Corporation
for approval of the expenses associated
with the liquidation of the deficit
balance in the LSC fund.

(c) In the absence of approval by the
Corporation, expenditures of current
year LSC grant funds to liquidate a
deficit from a prior year shall be
identified as questioned costs under 45
CFR part 1630.

(d) The recipient’s request must
specify the same information relative to
the deficit LSC fund balance as that set
forth in § 1628.4(a)(1) and (2).
Additionally, the recipient must
develop and submit a plan approved by
its governing body describing the
measures which will be implemented to
prevent a recurrence of a deficit balance
in the LSC fund. The Corporation
reserves the right to require changes in
the submitted plan.

(e) The decision of the Corporation
regarding acceptance of these deficit-

related costs shall be guided by the
statutory mandate requiring the
recipient to provide high quality legal
services performed in an effective and
economical manner. Special
consideration will be given for
emergencies, unusual occurrences, or
other special circumstances giving rise
to a deficit balance.

Dated: October 31, 2000.
Victor M. Fortuno,
Vice President for Legal Affairs.
[FR Doc. 00-28473 Filed 11-06—00; 8:45 am)]
BILLING CODE 7050-01—P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Parts 73 and 76
[MM Docket No. 83-484; FCC 00-386]

Repeal or Modification of the Personal
Attack and Political Editorial Rules

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: This document concerns
repeal of the personal attack and
political editorial rules for broadcast
licensees and cable system operators.
This order repeals the broadcast and
cable personal attack and political
editorial rules. The order also vacates
the Commission’s earlier Order and
Request to Update Record which had
suspended for 60 days the personal
attack and political editorial rules. The
U.S. District Court of Appeals, D.C.
Circuit, by order of October 11, 2000
directed the Commission to repeal the
rules, noting that the Commission may
institute a new rulemaking proceeding
to determine whether, consistent with
constitutional constraints, the public
interest requires the personal attack and
political editorial rules.

DATES: This rule is effective October 26,
2000.

ADDRESSES: Federal Communications
Commission, 445 Twelfth Street, SW.,
Washington, DC 20554.

FOR FURTHER INFORMATION CONTACT:
Cyndi Thomas, Policy and Rules
Division, Mass Media Bureau, at (202)
418-2600.

SUPPLEMENTARY INFORMATION: This is a
summary of the Order in MM Docket
No. 83-484, FCC 00-386, adopted
October 26, 2000; released October 26,
2000. The full text of this decision is
available for inspection and copying
during regular business hours in the
FCC Reference Center, 445 Twelfth
Street, SW., Room CY-A257,
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Washington, DC, and also may be
purchased from the Commission’s copy
contractor, International Transcription
Service, (202) 857—-3800, 445 Twelfth
Street, SW., Room CY-B402,
Washington, DC. The complete text is
also available under the file name
fcc00386.pdf on the Commission’s
Internet site at www.fcc.gov.

Synopsis of Order

1. Pursuant to the D.C. Circuit Court
of Appeals’ order in Radio-Television
News Directors Association v. FCC, No.
98-1305, slip op. (D.C. Cir. Oct. 11,
2000) (RTNDA), the Commission hereby
repeals §§ 73.1920 and 73.1930 of our
rules, 47 CFR 73.1920, 73.1930, the
broadcast personal attack and political
editorial rules. Further, in light of these
actions, the Commission vacates its
Order and Request to Update Record
released October 4, 2000 (FCC 00-360)
(65 FR 60387, October 11, 2000) and
terminate this proceeding.

2. The Commission also repeals the
personal attack and political editorial
rules that apply to cable television
operators. 47 CFR 76.209(b), (c), and (d).
Although these rules were not
specifically cited in the proceeding
before the Court of Appeals in RTNDA,
they are identical to those rules in all
material respects. The potential
elimination of these rules was raised in
a Notice of Proposed Rule Making in
MM Docket No. 83-331, 48 FR 26471
(June 8, 1983), and was specifically
addressed in a 1996 request for further
information in the instant docket, MM
Docket No. 83—-484, 48 FR 28295 (June
21, 1983). Given the delay in concluding
these proceedings and the Court of
Appeals’ decision, the Commission also
vacates these identical cable television
rules placed at issue in MM Docket No.
83—331. The Commission does so on the
procedural grounds set forth in the
Court of Appeals’ decision in RTNDA,
without expressing any conclusion as to
the substantive issues underlying these
rules. As the Court of Appeals noted,
“[o]f course, the Commission may
institute a new rule-making proceeding
to determine whether, consistent with
constitutional constraints, the public
interest requires the personal attack and
political editorial rules.” RTNDA, slip
op. at 4. With respect to the personal
attack and political editorial rules,
“these are issues that the court has yet
to decide.” Id.

Ordering Clauses

3. Sections 73.1920, 73.1930 and
76.209(b), (c), and (d) of the
Commission’s rules, 47 CFR 73.1920,
73.1930, 76.209(b), (c), (d) are repealed.

4. The Commission’s rules are
amended as set forth.

5. The Order and Request to Update
Record, FCC 00-360 (rel. Oct. 4, 2000)
is vacated.

6. This proceeding is terminated.

7. This action is taken pursuant to
sections 4(i), 4(j) and 303 of the
Communications Act of 1934, as
amended, 47 U.S.C. 154(i), 154(j), and
303.

List of Subjects
47 CFR Part 73

Radio, television broadcasting.
47 CFR Part 76

Cable television service.
Federal Communications Commission.
Magalie Roman Salas,
Secretary.

Rule Changes

Parts 73 and 76 of Chapter 1 of Title
47 of the Code of Federal Regulations
are amended as follows:

PART 73—RADIO BROADCAST
SERVICES

1. The authority citation for part 73
continues to read as follows:

Authority: 47 U.S.C. 154, 303, 334 and 336.

§73.1920
2. Section 73.1920 is removed.

[Removed]

§73.1930

3. Section 73.1930 is removed.

[Removed]

PART 76—MULTICHANNEL VIDEO
AND CABLE TELEVISION SERVICE

4. The authority citation for part 76
continues to read as follows:

Authority: 47 U.S.C. 151, 152, 153, 154,
301, 302, 303, 303a, 307, 308, 309, 312, 317,
325, 503, 521, 522, 531, 532, 534, 535, 536,
537, 543, 544, 544a, 545, 548, 549, 552, 554,
556, 558, 560, 561, 571, 572, 573.

5. Sections 76.209 is revised to read
as follows:

§76.209 Fairness doctrine; personal
attacks; political editorials.

A cable television system operator
engaging in origination cablecasting
shall afford reasonable opportunity for
the discussion of conflicting views on
issues of public importance.

Note to § 76.209: See public notice,
“Applicability of the Fairness Doctrine in the

Handling of Controversial Issues of Public
Importance,” 29 FR 10415.

[FR Doc. 00-28353 Filed 11-6—00; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 90
[WT Docket No. 96-86; FCC 00-348]

Development of Operational Technical
and Spectrum Requirements For
Meeting Federal, State and Local
Public Safety Agency Communication
Requirements through the Year 2010
and Establishment of Rules and
Requirements For Priority Access
Service.

AGENCY: Federal Communications
Commission.
ACTION: Final rule.

SUMMARY: The Federal Communications
Commission adopts a revised band plan
for the Public Safety 700 MHz band,
which is twenty-four megahertz of
spectrum allocated for public safety
services at 764-776 MHz and 794-806
MHz (“the 700 MHz band”). This new
plan represents an improved layout and
will promote better assignment and
operational possibilities for the public
safety community. The Commission also
adopts technical criteria to protect
certain global navigation satellite
systems (GNSS). The agency designates
channels for mutual aid purposes in the
public safety bands below 512 MHz to
improve interoperability capabilities for
public safety entities that operate in
these existing bands.

DATES: Effective December 7, 2000.

FOR FURTHER INFORMATION CONTACT:
Peter Daronco pdaronco@fcc.gov or
Karen Franklin kfrankli@fcc.gov, at
(202) 418-0680, Public Safety and
Private Wireless Division, Wireless
Telecommunications Bureau.
SUPPLEMENTARY INFORMATION: This
document is a summary of the
Commission’s Third Memorandum
Opinion and Order (Third MO&O) and
Third Report and Order (Third R&O),
FCC 00-348 in WT Docket No. 96-86,
adopted on September 18, 2000, and
released on October 10, 2000. The full
text of this Third MO&O and Third R&O
is available for inspection and copying
during normal business hours in the
FCC Reference Information Center,
Room CY-A257, 445 Twelfth Street,
SW., Washington, DC. The complete
text may be purchased from the
Commission’s copy contractor,
International Transcription Service,
Inc., 1231 20th Street, NW.,
Washington, DC 20037. The full text
may also be downloaded at
www.fcc.gov. Alternative formats are
available to persons with disabilities by
contacting Martha Contee at (202) 418—
0260 or TTY (202) 418-2555.
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Summary of the Third MO&O and the
Third R&O

1. Band Plan. The Third MO&O
addresses the remaining issues raised in
the petitions for reconsideration of the
First Report and Order (First R&0O) in
WT Docket No. 96—86, 63 FR 58645,
November 2, 1998, which are granted to
the extent indicated and are otherwise
denied. On reconsideration, the
Commission revises the band plan
adopted in the First R&O to reposition
the location of the narrowband and
wideband channel groups for the
general use, interoperability, and
reserve spectrum and to designate 48
narrowband channels (24 channel pairs)
for low power use for on-scene
communication. Among the limitations
imposed on use of these frequencies, the
maximum effective radiated power
(ERP) on these channels is limited to 2
watts. Additionally, applications for 18
of the channel pairs are subject to the
regional planning process where the
regional planning committee will
determine the most appropriate low
power application(s) on these channels
and the frequency coordinators will be
responsible for providing appropriate
interference protection. The other 6
channel pairs will be licensed on a
nationwide, itinerant basis. A
Commission license will be required for
operation on any of the low power
channels.

2. In the Third R&O portion of this
combined item, the Commission
addresses designation and licensing
issues for spectrum reserved in the First
R&O to be subject to the Third Notice
of Proposed Rule Making (Third NPRM)
in WT Docket No. 96-86, 63 FR 58685,
November 2, 1998. The Commission
designates 2.4 MHz of spectrum, all
narrowband channels for statewide,
geographic-area licenses. The governor,
or designee, of each state has the option
until December 31, 2001, to apply for all
or part of this 2.4 MHz of spectrum
under a state license. Whatever
spectrum has not been applied for by
December 31, 2001, will revert to
General Use public safety and will be
administered by the relevant RPC. Each
state license will be granted subject to
the condition that the state certifies, on
or before each applicable benchmark
date, that it is providing or prepared to
provide “substantial service” as set
forth in the new § 90.529 of the
Commission’s Rules. The Commission
reserves 6.2 MHz of the 24 MHz
allocated for public safety for future
developments in broadband
technologies. Of the 6.2 MHz reserved,
0.8 MHz is set-aside pending resolution
of interoperability guard band issues

raised in the Fourth Notice of Proposed
Rulemaking (Fourth NPRM) in WT
Docket No. 96—86, 65 FR 51788, August
2, 2000. The remaining 5.4 MHz of the
700 MHz band are grouped into four
segments of 1.35 MHz each located
between the narrowband and wideband
segments and reserved for future
developments in broadband
technologies.

3. Protection of Satellite-Based Global
Systems. The Commission designates
794-806 MHz band for mobile-to-base
communications because; in part, of its
proximity to the adjacent 806—824 MHz
band and in an effort to facilitate unit-
to-unit operations in the 700 MHz and
800 MHz bands. The Commission also
adopted specific emission limits for
equipment operating in the 1559-1610
MHz band that will sufficiently protect
aeronautical radionavigation operations.
Outside of the 1559-1610 MHz band,
the Commission’s traditional standard
(i.e., generally 43 + 10 log P) will apply.

4. Interoperability Below 512 MHz.
The Commission designates 5 VHF
channels in the 150-174 MHz band and
4 UHF channel pairs in the 450-512
MHz band for nationwide
interoperability use. For existing
licensees operating on these channels,
the Commission provides a transition
period through January 1, 2005, after
which these licensees will be secondary
to interoperability communication.
Under our Rules, an entity must have a
license to operate a base or control
station on these interoperability
channels. Mobile operation, however, is
permitted on these channels without an
individual license (i.e., a blanket
licensing approach). Public safety
licensees who are eligible to hold a part
90 license, or who are otherwise
licensed under part 90 of our Rules, can
operate mobile units on these
interoperability channels without an
individual license. Additionally, as
suggested in comments, we also will
require, as of January 1, 2005, every
newly certified public safety mobile
radio unit to have the capacity to
transmit and receive on at least one
nationwide interoperability channel
(i.e., the calling channel) in the band in
which it is operating. For licensing and
administration of these interoperability
channels, the Commission will rely on
the four public safety frequency
coordinators, who we envision will
jointly develop an interoperability plan
regarding the management and
nationwide use of these interoperability
channels, perhaps in concert with the
group(s) tasked with administering the
interoperability channels in the 700
MHz band. Additionally, the
Commission designates two channels in

the 156—162 MHz band for
interoperability purposes in thirty-three
inland Economic Areas and adopts
criteria for licensing on these channels,
including frequency coordination. Until
general interoperability provisions can
be made with Canada and Mexico,
interoperability operations within the
Canadian and Mexican border areas will
need to be coordinated on an individual
basis with these countries in the usual
manner.

Third Supplemental Final Regulatory
Flexibility Analysis

As required by the Regulatory
Flexibility Act (RFA), an Initial
Regulatory Flexibility Analysis (IRFA)
was incorporated in Appendix A of the
Second Notice of Proposed Rulemaking
(Second NPRM) 62 FR 60199, November
7, 1999 issued in this proceeding. The
Commission sought written public
comments on the proposals in the
Second NPRM, including comments on
the IRFA. No comments were filed in
direct response to the IRFA.
Subsequently, a Final Regulatory
Flexibility Analysis (FRFA) was
incorporated in Appendix A of the First
R&O issued in this proceeding. A
Supplemental Final Regulatory
Flexibility Analysis, (SFRFA) was
incorporated in Appendix A of the
Memorandum Opinion and Order on
Reconsideration, (First MO&QO) 64 FR
60123, November 4, 1999, issued in this
proceeding. A Second Supplemental
Final Regulatory Flexibility Analysis
Second SFRFA was incorporated in
Appendix A of the Second
Memorandum Opinion and Order
(Second MO&O) issued in this
proceeding. The Third Supplemental
Final Regulatory Flexibility Analysis
(Third SFRFA) contained in this Third
MO&O supplements the information
contained in the FRFA, First SFRFA,
and Second SFRFA and is limited to
matters raised on reconsideration or
clarification with regard to the First
R&O and addressed in this Third
MO&O. This Third SFRFA conforms to
the RFA.

I. Need for, and Objectives of, the Third
MO&O

1. In this Third MO&O, we address
the multiple Petitions for
Reconsideration and/or Clarification
filed in connection with the First R&O
in this docket that established a band
plan and adopted service rules in the
newly-reallocated public safety
spectrum at 764-776 MHz and 794-806
MHz (“the 700 MHz band”). This Third
MO&O presents our decisions in
response to those various portions of the
petitions that address the: (i) Band plan
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for the 700 MHz band, and (ii) low
power narrowband devices for on-scene
communication.

2. In the Third MO&O, we revise the
band plan adopted in the First R&O to
reposition the location of the
narrowband and wideband channel
groups for the general use,
interoperability, and reserve spectrum.
We also modify the adopted
narrowband general use channel plan by
designating forty-eight narrowband
channels for low power use for on-scene
communication. These clarifications are
needed in order to promote efficient
spectrum usage and flexibility.

II. Summary of Significant Issues Raised
by Public Comments in Response to the
FRFA

3. No comments were filed in direct
response to the FRFA.

III. Description and Estimate of
Numbers of Small Entities Affected by
Rule Amendment

4. The RFA directs agencies to
provide a description of, and, where
feasible, an estimate of the number of
small entities that may be affected by
the proposed rules, if adopted. The RFA
generally defines the term “small
entity”” as having the same meaning as
the terms “small business,” “small
organization,” and “‘small governmental
jurisdiction.” In addition, the term
“small business” has the same meaning
as the term ‘‘small business concern”
under the Small Business Act. A small
business concern is one which: (i) Is
independently owned and operated; (ii)
is not dominant in its field of operation;
and (iii) satisfies any additional criteria
established by the Small Business
Administration (“SBA”’). A small
organization is generally “any not-for-
profit enterprise which is independently
owned and operated and is not
dominant in its field.” Nationwide, as of
1992, there were approximately 275,801
small organizations. “Small
governmental jurisdiction” generally
means ‘“‘governments of cities, counties,
towns, townships, villages, school
districts, or special districts, with a
population of less than 50,000.” As of
1992, there were approximately 85,006
such jurisdictions in the United States.
This number includes 38,978 counties,
cities, and towns; of these, 37,566, or
ninety-six percent, have populations of
fewer than 50,000. The Census Bureau
estimates that this ratio is
approximately accurate for all
governmental entities. Thus, of the
85,006 governmental entities, we
estimate that 81,600 (ninety-one
percent) are small entities.

5. Public Safety Radio Pool Licensees.
As a general matter, Public Safety Radio
Pool licensees include police, fire, local
government, forestry conservation,
highway maintenance, and emergency
medical services. Spectrum in the 700
MHz band for public safety services is
governed by 47 U.S.C. 337; there are
approximately 127,540 licensees within
these services. Non-Federal
governmental entities as well as private
businesses are licensees for these
services. All governmental entities with
populations of less than 50,000 fall
within the definition of a small entity.
The rule changes adopted in this Third
MO&O could affect public safety entities
who wished to utilize frequencies in the
low power pool for uses such as on-
scene firefighting communications and
various other short-range
communications systems which would
be developed for 700 MHz band
equipment.

6. Radio and Television Equipment
Manufacturers. We anticipate that at
least six radio equipment manufacturers
will be affected by our decisions in this
proceeding. According to the SBA’s
regulations, a radio and television
broadcasting and communications
equipment manufacturer must have 750
or fewer employees in order to qualify
as a small business concern. Census
Bureau data indicate that there are 858
U.S. firms that manufacture radio and
television broadcasting and
communications equipment, and that
778 of these firms have fewer than 750
employees and would therefore be
classified as small entities.

7. Television Stations. This
proceeding will affect full service TV
station licensees (Channels 60-69), TV
translator facilities, and low power TV
(“LPTV”) stations. The SBA defines a
TV broadcasting station that has no
more than $10.5 million in annual
receipts as a small business. TV
broadcasting stations consist of
establishments primarily engaged in
broadcasting visual programs by TV to
the public, except cable and other pay
TV services. Included in this industry
are commercial, religious, educational,
and other TV stations. Also included are
establishments primarily engaged in TV
broadcasting and which produce taped
TV program materials. Separate
establishments primarily engaged in
producing taped TV program materials
are classified under another SIC
number. There were 1,509 TV stations
operating in the Nation in 1992. That
number has remained fairly constant as
indicated by the approximately 1,551
operating TV broadcasting stations in
the Nation as of February 28, 1997. For
1992, the number of TV stations that

produced less than $10.0 million in
revenue was 1,155 establishments, or
approximately 77 percent of the 1,509
establishments. There are currently 95
full service analog TV stations, either
operating or with approved construction
permits on channels 60—69.

8. In the DTV Proceeding, we adopted
a Digital Television (“DTV”’) Table,
which provides only 15 allotments for
digital television stations on channels
60—69 in the continental United States.
There are seven DTV allotments in
channels 60-69 outside the continental
United States. Thus, the rules will affect
approximately 117 TV stations;
approximately 90 of those stations may
be considered small businesses. These
estimates may overstate the number of
small entities since the revenue figures
on which they are based do not include
or aggregate revenues from non-TV
affiliated companies. We recognize that
the rules may also impact minority-
owned and women-owned stations,
some of which may be small entities. In
1995, minorities owned and controlled
37 (3.0 percent) of 1,221 commercial TV
stations in the United States. According
to the U.S. Bureau of the Census, in
1987 women owned and controlled 27
(1.9 percent) of 1,342 commercial and
non-commercial TV stations in the
United States.

9. There are currently 4,977 TV
translator stations and 1,952 LPTV
stations. Approximately 1,309 low
power TV and TV translator stations are
on channels 60—-69 which could be
affected by policies in this proceeding.
The Commission does not collect
financial information on any broadcast
facility and the Department of
Commerce does not collect financial
information on these broadcast
facilities. We will assume for present
purposes, however, that most of these
broadcast facilities, including LPTV
stations, could be classified as small
businesses. As indicated earlier,
approximately 77 percent of TV stations
are designated under this analysis as
potentially small businesses.

IV. Description of Projected Reporting,
Recordkeeping, and Other Compliance
Requirements

10. The only compliance requirement
that is newly imposed by this Third
MO&O is that we now require
applicants for channels which where
once reserved and are now available for
low power licensing to go through the
regional planning committee (RPC)
process, including frequency
coordination. RPCs will be responsible
for determining the most appropriate
low power application(s) on these
channels and the frequency
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coordinators will be responsible for
providing appropriate interference
protection.

V. Steps Taken To Minimize Significant
Economic Impact on Small Entities, and
Significant Alternatives Considered

11. The RFA requires an agency to
describe any significant alternatives that
it has considered in reaching its
proposed approach, which may include
the following four alternatives (among
others): (i) The establishment of
differing compliance or reporting
requirements or timetables that take into
account the resources available to small
entities; (ii) the clarification,
consolidation, or simplification of
compliance or reporting requirements
under the rule for small entities; (iii) the
use of performance, rather than design,
standards; and (iv) an exemption from
coverage of the rule, or any part thereof,
for small entities.

12. Channel Plans. We appropriately
decided to modify the narrowband and
wideband interoperability channeling
plans to permit the use of efficient
transmitter combiners for common
antennas. This revision lowers costs for
public safety entities. Thus, these rule
changes will benefit all public safety
entities, including small entities. On the
other hand, denying these petitions was
not a viable alternative because
maintaining the channel plan adopted
in the First R&O would have increased
costs for public safety entities, including
small entities, by precluding the use of
combiners. Additionally, our decision
grouping the reserve spectrum into four
segments of 1.35 MHz each located
between the narrowband and wideband
segments offers improved flexibility to
accommodate future requirements that
are unforeseen at this time. These rule
changes will have future benefits for all
public safety entities, including small
entities.

13. Low Power Channels. Our
decision allocating channels nationwide
for low power mobile operations offers
improved flexibility for the public safety
community to meet specialized, on-
scene communication requirements.
Thus, these rule changes will benefit all
public safety entities, including small
entities. Moreover, designating the
twenty-four pairs as low power
channels nationwide will lower costs
for equipment manufacturers and public
safety users, including small entities, as
will our decision to exempt these low
power devices from the interoperability
capability, digital modulation, and
trunking requirements. The regional
planning and frequency coordination
process that we apply to the “regional”
channels and the licensing process that

we apply to all of these channels are
necessary to minimize interference. We
minimized burdens by exempting the
nationwide, itinerant channels from
regional planning and frequency
coordination. This exemption benefits
all public safety entities including small
entities, resulting in reduced costs and
improved operational flexibility to meet
on-scene communication requirements.
We also note that about half of the new
low power channels were previously
general use channels and thus already
subject to regional planning, frequency
coordination, and licensing under the
First R&O. Other alternatives were not
changing the rule and/or requiring
regional planning and frequency
coordination for all of the low power
channels. Our decision reflects a
balance between the need to minimize
interference and the need for
operational flexibility.

14. By establishing this low power
designation, we ease the economic
burden, of funding communications
systems in the new 700 MHz band, on
public safety agencies, including small
entities, that forego purchasing more
expensive high power equipment when
less expensive low-power equipment
meets their short distance
communications needs. We also ease
the burden on equipment
manufacturers, including small entities,
because this low power designation
provides flexibility to produce high-
power equipment, low-power
equipment, or both. Moreover,
exempting this low power equipment
from the interoperability capability
requirement will quicken the type
certification process for manufacturers
of this low power equipment.

Report to Congress

The Commission will send a copy of
the Third MO&O, including the Third
Supplemental Final Regulatory
Flexibility Analysis, in a report to be
sent to Congress pursuant to SBREFA. A
copy of the Third MO&O including the
Third Supplemental Final Regulatory
Flexibility Analysis (or summaries
thereof) will also be published in the
Federal Register. In addition, the
Commission will send a copy of the
Third MO&O, including this Final
Regulatory Flexibility Analysis, to the
Chief Counsel for Advocacy of the SBA.

Final Regulatory Flexibility Analysis

As required by the Regulatory
Flexibility Act (RFA), Initial Regulatory
Flexibility Analysis (collectively
referred to as “IRFAs”’) were
incorporated in the Notice of Proposed
Rule Making (Public Safety NPRM) 61
FR 25185, May 20, 1996, the Second

Notice of Proposed Rule Making
(Second NPRM) and the Third Notice of
Proposed Rulemaking (Third NPRM) in
Docket 96—-86. The Commission sought
written public comments on the
proposals in the Public Safety NPRM,
Second NPRM, and Third NPRM,
including comments on the IRFAs. No
comments on the IRFAs were received.
This Final Regulatory Flexibility
Analysis (“FRFA”) conforms to the
RFA.

1. Need for, and Objective of, the Third
R&O.

15. In the Third R&O portion of this
combined item, we address technical,
designation and licensing issues for the
spectrum that we reserved in the First
R&O to be “subject to the Third NPRM”.
In addition, we adopt technical criteria
for 700 MHz band operations to protect
satellite-based global navigation systems
(““GNSS”’) from harmful interference and
establish measures to promote
interoperability on public safety
channels below 512 MHz. These are
crucial developmental steps towards the
flexible regulatory framework needed to
meet vital current and future public
safety communications needs.

I. Summary of Significant Issues Raised
by Public Comments in Response to the
IRFAs

16. Based on the comments submitted
generally by small entities, the
Commission found that the rules we
proposed to adopt in this proceeding
may have a significant impact on a
substantial number of small businesses.
Therefore, the IRFAs solicited
comments on alternatives to our
proposed rules that would minimize the
impact on small entities consistent with
the objectives of this proceeding. No
comments were submitted directly in
response to the IRFAs; however, as
described in Section V, we have taken
into account all general comments
received which addressed the impact on
small entities.

II. Description and Estimate of the
Number of Small Entities to Which
Rules Will Apply

17. The RFA generally defines the
term ‘“‘small entity”’ as having the same
meaning as the terms ‘““small business,”
“small organization,” and ““small
governmental jurisdiction.” In addition,
the term ‘““small business’ has the same
meaning as the term ““small business
concern’’ under the Small Business Act.
A small business concern is one which:
(i) is independently owned and
operated; (ii) is not dominant in its field
of operation; and (iii) satisfies any
additional criteria established by the
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SBA. A small organization is generally
“any not-for-profit enterprise which is
independently owned and operated and
is not dominant in its field.”
Nationwide, as of 1992, there were
approximately 275,801 small
organizations. “Small governmental
jurisdiction” generally means
“governments of cities, counties, towns,
townships, villages, school districts, or
special districts, with a population of
less than 50,000.” As of 1992, there
were approximately 85,006 such
jurisdictions in the United States. This
number includes 38,978 counties, cities,
and towns; of these, 37,566, or ninety-
six percent, have populations of fewer
than 50,000. The Gensus Bureau
estimates that this ratio is
approximately accurate for all
governmental entities. Thus, of the
85,006 governmental entities, we
estimate that 81,600 (ninety-one
percent) are small entities.

18. Public Safety Radio Pool
Licensees. As a general matter, Public
Safety Radio Pool licensees include
police, fire, local government, forestry
conservation, highway maintenance,
and emergency medical services.
Spectrum in the 700 MHz band for
public safety services is governed by 47
U.S.C. 337; there are approximately
127,540 licensees within these services.
Non-Federal governmental entities as
well as private businesses are licensees
for these services. All governmental
entities with populations of less than
50,000 fall within the definition of a
small entity. The rule changes adopted
in this Third MO&O could affect public
safety entities who wished to utilize
frequencies in the low power pool for
uses such as on-scene firefighting
communications and various other
short-range communications systems
which would be developed for 700 MHz
band equipment. As required by the
Regulatory Flexibility Act (RFA), Initial
Regulatory Flexibility Analysis
(collectively referred to as “IRFAs”)
were incorporated in the Public Safety
Notice, the Second Notice and the Third
Notice in Docket 96—-86. The
Commission sought written public
comments on the proposals in the
Public Safety NPRM, Second NPRM,
and Third NPRM, including comments
on the IRFAs. No comments on the
IRFAs were received. This Final
Regulatory Flexibility Analysis
(“FRFA”) conforms to the RFA.

19. Radio and Television Equipment
Manufacturers. We anticipate that at
least six radio equipment manufacturers
will be affected by our decisions in this
proceeding. According to the SBA’s
regulations, a radio and television
broadcasting and communications

equipment manufacturer must have 750
or fewer employees in order to qualify
as a small business concern. Census
Bureau data indicate that there are 858
U.S. firms that manufacture radio and
television broadcasting and
communications equipment, and that
778 of these firms have fewer than 750
employees and would therefore be
classified as small entities.

20. Television Stations. This
proceeding will affect full service TV
station licensees (Channels 60-69), TV
translator facilities, and low power TV
(LPTV) stations. The SBA defines a TV
broadcasting station that has no more
than $10.5 million in annual receipts as
a small business. TV broadcasting
stations consist of establishments
primarily engaged in broadcasting
visual programs by TV to the public,
except cable and other pay TV services.
Included in this industry are
commercial, religious, educational, and
other TV stations. Also included are
establishments primarily engaged in TV
broadcasting and which produce taped
TV program materials. Separate
establishments primarily engaged in
producing taped TV program materials
are classified under another SIC
number.

21. There were 1,509 TV stations
operating in the Nation in 1992. That
number has remained fairly constant as
indicated by the approximately 1,551
operating TV broadcasting stations in
the Nation as of February 28, 1997. For
1992, the number of TV stations that
produced less than $10.0 million in
revenue was 1,155 establishments, or
approximately 77 percent of the 1,509
establishments. There are currently 95
full service analog TV stations, either
operating or with approved construction
permits on channels 60—69. In the DTV
Proceeding, we adopted a Digital
Television (“DTV”’) Table which
provides only 15 allotments for DTV
stations on channels 60-69 in the
continental United States. There are
seven DTV allotments in channels 60—
69 outside the continental United
States. Thus, the rules will affect
approximately 117 TV stations;
approximately 90 of those stations may
be considered small businesses. These
estimates may overstate the number of
small entities since the revenue figures
on which they are based do not include
or aggregate revenues from non-TV
affiliated companies. We recognize that
the rules may also impact minority-
owned and women-owned stations,
some of which may be small entities. In
1995, minorities owned and controlled
37 (3.0 percent) of 1,221 commercial TV
stations in the United States. According
to the U.S. Bureau of the Census, in

1987 women owned and controlled 27
(1.9 percent) of 1,342 commercial and
non-commercial TV stations in the
United States. There are currently 4,977
TV translator stations and 1,952 LPTV
stations. Approximately 1,309 low
power TV and TV translator stations are
on channels 60-69 which could be
affected by policies +in this proceeding.
The Commission does not collect
financial information of any broadcast
facility and the Department of
Commerce does not collect financial
information on these broadcast
facilities. We will assume for present
purposes, however, that most of these
broadcast facilities, including LPTV
stations, could be classified as small
businesses. As indicated earlier,
approximately 77 percent of TV stations
are designated under this analysis as
potentially small businesses. Given this,
LPTV and TV translator stations would
not likely have revenues that exceed the
SBA maximum to be designated as
small businesses.

III. Description of Projected Reporting,
Recordkeeping, and Other Compliance
Requirements

22. This Third R&O adopts some rules
that will entail additional compliance
requirements. These three additional
requirements may have an effect on
small entities. First, we adopt additional
technical criteria for 700 MHz band
operations. These new requirements are
enacted in order to protect satellite-
based global navigation systems from
harmful interference. Although this
requirement may result in increases in
manufacturing costs, including for small
manufacturing entities, and may result
in higher equipment costs, including for
small entities, this modification is
essential due to safety concerns related
to GNSS operations. Second, we
establish measures to promote
interoperability on public safety
channels below 512 MHz. After January
1, 2005, applications for equipment
certification will only be granted for
mobile and portable transmitters
operating on public safety frequencies
in the 150-174 MHz and/or 450-470
MHz bands that are capable of operating
on at least one nationwide public safety
interoperability channel designated in
the band(s) in which the equipment
operates. Although this requirement
may result in increases in
manufacturing costs, including for small
manufacturing entities, and may result
in higher equipment costs, including for
small entities, this modification is
essential to improve interoperability
capabilities in existing public safety
bands for public safety entities,
including small entities, that operate in
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these bands. Lastly, we also require
applicants for interoperability channels
designated in the 156—162 MHz band (in
thirty-three inland VHF public coast
areas (VPC)) to complete the frequency
coordination process. This process
requires applicants to pay fees to
frequency coordinators. These fees are
generally based on the number of sites,
frequencies, and complexity of the
coordination process. The adoption of
these rules is crucial in order to
minimize the potential for interference
among the varied users of these
channels.

IV. Steps Taken Tto Minimize
Significant Economic Impact on Small
Entities, and Significant Alternatives
Considered

23. The RFA requires an agency to
describe any significant alternatives that
it has considered in reaching its
proposed approach, which may include
the following four alternatives (among
others): (i) The establishment of
differing compliance or reporting
requirements or timetables that take into
account the resources available to small
entities; (ii) the clarification,
consolidation, or simplification of
compliance or reporting requirements
under the rule for small entities; (iii) the
use of performance, rather than design,
standards; and (iv) an exemption from
coverage of the rule, or any part thereof,
for small entities.

24. State License. We designate 2.4
MHz of the 700 MHz band for licensing
directly to each state. The rules we
adopt will preclude all non-state entities
from being licensed for the designated
state license frequencies. Most
commenters agreed that licensing states
for this amount of spectrum (for state
agency use) is reasonable. We also
include provisions to ensure that this
spectrum will become available for
“general use” if a given state either (i)
declines to apply for a state license or
(ii) fails to provide or be prepared to
provide “substantial service” by certain
benchmark dates. Additionally, we
amend § 90.179 to allow states to share
the use of the 2.4 MHz of spectrum with
local and other public safety entities,
which removes an impediment to small
entities accessing this spectrum under
sharing agreements with states. We
considered a variety of alternative
approaches for the use and licensing of
the reserve spectrum. We declined to
adopt an alternative ‘““State Licensing”
approach under which states—rather
than regional planning committees—
would manage state, local, and Federal
use of all or most of the 8.8 MHz of
spectrum reserved subject to the Third
NPRM. While there were no comments

specifically responding to the IRFAs, we
considered numerous comments that
raised the concern that licensing states
for the entire amount would designate
the spectrum in a manner deleterious to
small entities. Accordingly, we
designated an appropriate amount of
spectrum for state use instead of
designating all of the reserve spectrum
to manage. We also believe our decision
to allocate the same 2.4 MHz
nationwide will benefit small entities
because they will not face the
possibility of interference on a variety of
frequencies from their parent state as
well as from adjoining states.

25. GNSS Protection Criteria. The
technical solutions we adopt to protect
certain global navigation satellite
systems (“GNSS”) will impact all
manufacturers of equipment that
operates in the 700 MHz public safety
band. This includes even small
manufacturing entities. However, as
discussed in the Third Report and
Order, these limits are necessary to
protect GNSS operations, including
Global Orbiting Navigation Satellite
Systems and Global Positioning System
in accordance with international
requirements. Moreover, Congress
directed the Commission to “protect the
integrity of the [GPS] frequency
spectrum against interference and
disruption.” Nevertheless, we have
attempted to minimize, to the extent
possible, the effect of these additional
technical requirements.

26. Interoperability below 512 MHz.
We establish measures to promote
interoperability on public safety
channels below 512 MHz by designating
specific channels in each band for
nationwide interoperability purposes.
We did this because the record
demonstrated the need for improved
interoperability capabilities below 512
MHz. This designation requires that
existing licensees on these channels
operate on a secondary basis to
interoperability communication. In
order to minimize the impact of these
rules, we “‘grandfathered” these
licensees on a secondary basis only to
interoperability communication rather
than ordering them to vacate the
channels or use them exclusively for
interoperability purposes. We also
provide these licensees a transition
period, until January 1, 2005. We
selected the “least licensed channels” in
each band to minimize the economic
impact arising from the need to
designate interoperability channels in
these existing public safety bands.
Additionally, after January 1, 2005,
applications for equipment certification
will only be granted for mobile and
portable transmitters operating on

public safety frequencies in these bands
that are capable of operating on at least
one nationwide public safety
interoperability channel designated in
the band(s) in which the equipment
operates. We provide a similar
transition period for equipment
manufacturers in order to minimize the
impact of these rules. This transition
period will allow small manufacturing
entities, in particular, an opportunity to
plan for this new requirement. The
alternative of not adopting this
interoperability capability requirement
was not acceptable because of the need
to improve public safety interoperability
below 512 MHz. Lastly, we also require
applicants for interoperability channels
designated in the 156—162 MHz band (in
thirty-three inland VHF public coast
areas (VPC)) to complete the frequency
coordination and licensing process. We
briefly considered the alternative of not
requiring frequency coordination for
these channels. This was unacceptable
because of the potential for interference
among the varied users of these
channels.

27. As discussed in the Third R&O,
we note that one reason for establishing
measures to promote interoperability
below 512 MHz is to assist public safety
entities, including small entities, that
cannot afford to or do not want to
purchase equipment in the new 700
MHz public safety band, wherein 2.6
megahertz of spectrum is designated for
nationwide interoperability. We also
attempted to minimize burdens on
public safety entities, including small
entities, by not requiring that existing
public safety licensees apply-for and be
licensed to operate mobile and portable
transmitters on the nationwide
interoperability channels in the existing
public safety bands below 470 MHz.

Report to Congress

The Commission will send a copy of
the Third R&O, including this Final
Regulatory Flexibility Analysis, in a
report to be sent to Congress pursuant
to SBREFA. A copy of the Third R&O
including the Final Regulatory
Flexibility Analysis (or summaries
thereof) will also be published in the
Federal Register. In addition, the
Commission will send a copy of the
Third R&O, including the Final
Regulatory Flexibility Analysis to the
Chief Counsel for Advocacy of the SBA.

Ordering Clauses

1. Authority for issuance of this Third
Memorandum Opinion and Order and
Third Report and Order is contained in
sections 4(i), 302, 303(f) and (1), 332,
and 337 of the Communications Act of
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1934, as amended, 47 U.S.C. 154(i), 302,
303(f) and (r), 332, 337.

2. Pursuant to 4(i), 302, 303(f) and (r),
332, and 337 of the Communications
Act of 1934, as amended, 47 U.S.C.
154(i), 302, 303(f) and (r), 332, 337 that
part 90 of the Commission’s Rules, 47
CFR part 90, is amended as set forth in
the rule changes, effective December 7,
2000 of this Third MO&O and Third
R&O

3. The Commission’s Consumer
Information Bureau, Reference
Information Center, shall send a copy of
this Third MO&O and Third R&O,
including the Supplemental Final and
Final Regulatory Flexibility Analyses, to
the Chief Counsel for Advocacy of the
Small Business Administration.

List of Subjects in 47 CFR Part 90

Communications equipment, Radio
requirements.
Federal Communications Commission.
Magalie Roman Salas,
Secretary.

Rule Changes

For the reasons discussed in the
preamble, the Federal Communications
Commission amends 47 CFR part 90 as
follows:

PART 90—PRIVATE LAND MOBILE
RADIO SERVICES

1. The authority citation for Part 90
continues to read as follows:

Authority: Sections 4(i), 11, 303(g), 303(z),
and 332(c)(7) of the Communications Act of
1934, as amended, 47 U.S.C. 154(i), 161,
303(g), 303(r), 332(c)(7).

2. Section 90.1 is amended by revising
paragraph (b), to read as follows:

§90.1 Basis and purpose.
* * * * *

(b) Purpose. This part states the
conditions under which radio
communications systems may be
licensed and used in the Public Safety,
Industrial/Business Radio Pool, and
Radiolocation Radio Services. These
rules do not govern the licensing of
radio systems belonging to and operated
by the United States.

3. Section 90.7 is amended by adding
definitions for Interoperability and State
to read as follows:

§90.7 Definitions.
* * * * *

Interoperability. An essential
communication link within public
safety and public service wireless
communications systems which permits
units from two or more different entities
to interact with one another and to
exchange information according to a

PUBLIC SAFETY POOL FREQUENCY TABLE

prescribed method in order to achieve

predictable results.
* * * * *

State. Any of the 50 United States, the
District of Columbia, the
Commonwealth of Puerto Rico, the
Commonwealth of the Northern Mariana
Islands, the U.S. Virgin Islands,

American Samoa, and Guam.
* * * * *

4. Section 90.20 is amended in
paragraph (c)(3) in the table under
Megahertz by revising the entries for
151.130, 151.1375, 151.145, 154.445,
154.4525, 155, 745, 155.7525, 155.760,
158.730, 158.7375, 158.745, 159.465,
159.4725, 453.200, 453.20625, 453.2125,
453.21875, 453.225, 453.450, 453.45625,
453.4625, 453.46875, 453.475, 453.700,
453.70625, 453.7125, 453.71875,
453.725, 453.850, 453.85625, 453.8625,
453.86875, 453.875, 458.200, 458.20625,
458.2125, 458.21875, 458.225, 458.450,
458.45625, 458.4625, 458.46875,
458.475, 458.700, 458.70625, 458.7125,
458.71875, 458.725, 458.850, 458.85625,
458.8625, 458.86875, 458.875 and by
adding paragraphs (d)(80) through
(d)(83) and paragraph (g) to read as
follows:

§90.20 Public Safety Pool.

* * * * *
(C) I
* x %

(3)

Frequency or band Class of station(s) Limitations Coordinator
Megahertz

* * * * * * *

L51.130 it nreas [o [0 TP UPRPUPRRPON 28, 8L i PH
I51.1375 e e [o o TSRS 27,28, 80 oo PH
151145 e e [o [o T PP UPRUPPRN 28, 8L i PO
* * * * * * *

154445 oo e [o [0 T PP UPRRPRRRON 28, 81 i PF
1544525 .o e [o [0 TP UPRPUPRRPON 27,28, 80. .eooeiiieeeeeee e PF
* * * * * * *

PX

PX

PX

* * * * * * *

158.730 oot PP
158.7375 ... PP
I58.745 .o PX
* *

159,465 ..o PO
I58.4725 oot PO
* *

453.200 ..o PX
453.20625 . PX
453.2125 ....... PX
453.21875 . PX
AB53.225 oo PX
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PuBLIC SAFETY POOL FREQUENCY TABLE—Continued

Frequency or band Class of station(s) Limitations Coordinator

* * * * * * *
AB3.A50 ..eiiiiiii e PX
453.45625 PX
453.4625 ..... PX
453.46875 PX
453.475 ... PX

* *
A53.700 i PX
453.70625 ... PX
453.7125 ..... PX
453.71875 PX
A53.725 e PX

* *
AB53.850 .iiiiiiiii e PX
453.85625 PX
453.8625 ..... PX
453.86875 PX
AB3B.8T5 oo PX

* *
A58.200 .. PX
458.20625 pX
458.2125 ..... PX
458.21875 ... PX
A58.225 .o PX

* *
ABB.A50 ..oeiiiiiii e PX
458.45625 PX
458.4625 ..... PX
458.46875 PX
458.475 ... PX

* *
A58.700 .. PX
458.70625 ... PX
458.7125 ..... PX
458.71875 PX
A58.T25 oo PX

* *
AB8.850 ..eiiiiiiiiii e PX
458.85625 PX
458.8625 ..... PX
458.86875 PX
ABB.8T5 i PX

* * * * * * *

(d)y* * * bandwidths wider than 11.25 kHz on a (g) Former public correspondence

(80) After December 7, 2000 this
frequency is available primarily for
public safety interoperability only
communications. Stations licensed prior
to December 7, 2000 may continue to
use this frequency on a co-primary basis
until January 1, 2005. After January 1,
2005, all operations will be secondary to
co-channel interoperability
communications.

(81) After December 7, 2000 new
stations will only be licensed with an
authorized bandwidth not to exceed
11.25 kHz. Licensees authorized prior to
December 7, 2000 may continue to use

co-primary basis until January 1, 2005.
After January 1, 2005, all stations
operating with an authorized bandwidth
greater than 2006. 11.25 kHz will be
secondary to adjacent channel
interoperability operations.

(82) This frequency is reserved for
assignment only in support of, and on
a secondary basis to, nationwide
interoperability use.

(83) This interoperability frequency is
dedicated for the express purpose of

nationwide interoperability calling.
* * * * *

working channels in the maritime VHF
(156—162 MHz) band allocated for
public safety use in 33 inland Economic
Areas.

(1) We define service areas in the
marine VHF (156—162 MHz) band by
forty-two geographic areas called VHF
Public Coast Service Areas (VPCSAs).
See § 80.371(c)(1)(ii) of this chapter
(Public correspondence frequencies).
VPCSAs are based on, and composed of
one or more of, the U.S. Department of
Commerce’s 172 Economic Areas (EAs).
See 60 Fed Reg. 13114 (Mar. 10, 1995).
You may inspect and copy maps of the
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EAs and VPCSAs at the FCC Reference (2) We allocated two contiguous 25 (g)(2)(i) Table A of this section. In each
Center, Room CY A-257, 445 12th St., kHz public correspondence channels in  of the 33 inland VPCSAs/EAs listed in
S.W., Washington, DC 20554. These the maritime VHF (156-162 MHz) band  paragraph (g)(2)(i)Table B of this

maps and data are also available on the  for public safety use in 33 VPCSAs that  section, two of these three channel pairs
FCC website at http://www.fcc.gov/oet/  are not near major waterways. These 33 are allocated for public safety use by
info/maps/areas/. We number public VPCSAs are located in an inland region  gntities eligible for licensing under
correspondence channels in the stretching from the western Great Plains paragraph (a) of this section.

maritime VHF (156—162 MHz) band as to eastern California and Oregon. Each
channels 24 to 28 and channels 84 to 88. of these 33 inland VPCSAs corresponds - .
Each channel number represents a to a single EA. Channel pairs 25, 84, and Corresponding Center Frequencies, and
channel pair. See §80.371(c) of this 85 are paired 25 kHz bandwidth Certified Coordinators Table A as

chapter. channels as set forth in paragraph follows:

(i) Channel Numbers and

TABLE A.—LIST OF CHANNEL NUMBERS AND CORRESPONDING CENTER FREQUENCIES, AND CERTIFIED COORDINATORS

Mobile station Base station
transmit center transmit center :
Channel No. frequency frequency Coordinator
in MHz in MHz
24T 157.250 161.850 | PX
B e e e e e e e e e e e bee e e —eeeaia—eeea——eeaatbeeeaatreeeabaeeeaareeeaataeeeareeaan 157.225 161.825 | PX
<1 157.275 161.875 | PX

(ii) Channels Allocated for Public Safety Use in 33 Inland VPCSAs/Eas Table B as follows:

TABLE B.—LIST OF CHANNELS ALLOCATED FOR PUBLIC SAFETY USE IN 33 INLAND VPCSAS/EAS

Public
: . Economic safet
VHF public coast service area Name area charjn)t/al

pairs

Grand FOTKS ...cooiiiiiiiiie e e e e e s e re e e e e e 110 | 25, 84
Minot ............. 111 | 25, 84
Bismarck .... 112 | 25, 84
Aberdeen ...... 114 | 25, 84
Rapid City ..... 115 | 25, 84
North Platte ............ 121 | 25, 84
Western Oklahoma . 126 | 25, 85
Abilene .......... 128 | 25, 85
San Angelo .......... 129 | 25, 85
Odessa-Midland .. 135 | 25, 85
Hobbs ........ccccce. 136 | 25, 85
LUBDOCK .. 137 | 25, 85
AMATIIIO e as 138 | 25, 85
Santa Fe .... 139 | 25, 84
Pueblo ... 140 | 25, 84
Denver-Boulder-Greeley ... 141 | 25, 84
SCOSBIUTT ..o 142 | 25, 84
[0 1] o= ST PP PPRRTP 143 | 25, 84
Billings .......... 144 | 25, 84
Great Falls .... 145 | 25, 84
Missoula ....... 146 | 25, 84
Idaho Falls .... 148 | 25, 85
Twin Falls ..... 149 | 25, 85
Boise City ..... 150 | 25, 84
ReNO ..o 151 | 25, 84
Salt Lake City-Ogden ... 152 | 25, 85
Las Vegas .... 153 | 25, 84
Flagstaff ........ 154 | 25, 84
Farmington ... 155 | 25, 84
Albuquerque . 156 | 25, 84
El Paso ............. 157 | 25, 85
Phoenix-Mesa ... 158 | 25, 84
LU (oo ] o I 159 | 25, 84

(3) The channels pairs set forth in (4) Channel pairs 25, 84, and 85 as working channels in the maritime VHF
Table B paragraph (g)(2)(ii) of this listed in Table B paragraph (g)(2)(ii) of 156—162 MHz band; these channels
section are designated primarily for the  this section were formerly allocated and were also shared (under former § 90.283
purpose of interoperability assigned (under § 80.371(c) (1997) of (1997) of this chapter) with private land
communication. this chapter) as public correspondence  radio mobile stations including
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grandfathered public safety licensees).
Thus, there are grandfathered licensees
nationwide (maritime and private land
mobile radio stations, including by rule
waiver) operating on these channels
both inside and outside of the 33 EAs
listed in Table B paragraph (g)(2)(ii) of
this section

(5) All applicants and licensees under
this paragraph must comply with the
relevant technical sections under this
part unless otherwise stated in this
paragraph (g) of this section using the
following standards and procedures:

(i) Provide evidence of frequency
coordination in accordance with
§90.175. Public safety coordinators
except the Special Emergency
Coordinator are certified to coordinate
applications for the channels pairs set
forth in Table B paragraph (g)(2)(ii) (i.e.,
letter symbol PX under paragraph (c)(2)
of this section).

(ii) Station power, as measured at the
output terminals of the transmitter,

must not exceed 50 Watts for base
stations and 20 Watts for mobile
stations, except in accordance with the
provisions of paragraph (g)(5)(vi) of this
section. Antenna height (HAAT) must
not exceed 122 meters (400 feet) for base
stations and 4.5 meters (15 feet) for
mobile stations, except in accordance
with paragraph (g)(5)(vi) of this section.
Antenna height (HAAT) must not
exceed 122 meters (400 feet) for base
stations and 4.5 meters (15 feet) for
mobile stations, except in accordance
with paragraph (g)(5)(vi) of this section.
Such base and mobile channels shall
not be operated on board aircraft in
flight.

(iii) Frequency protection must be
provided to other stations in accordance
with the following guidelines for each
channel and for each area and adjacent
area:

(A) Protect coast stations licensed
prior to July 6, 1998, by the required
separations shown in Table C below.

(B) Protect stations described in
paragraph (g)(4) of this section, by
frequency coordination in accordance
with §90.175 of this part.

(C) Protect public safety stations
granted under paragraph (g) of this
section by frequency coordination in
accordance with § 90.175 of this part.

(D) Where the Public safety
designated channel is not a Public
Safety designated channel in an
adjacent EA: Applicants shall engineer
base stations such that the maximum
signal strength at the boundary of the
adjacent EA does not exceed 5 dBuV/m.

(iv) The following table, along with
the antenna height (HAAT) and power
(ERP), must be used to determine the
minimum separation required between
proposed base stations and co-channel
public coast stations licensed prior to
July 6, 1998 under Part 80 of this
chapter. Applicants whose exact ERP or
HAAT are not reflected in the table
must use the next highest figure shown.

TABLE C.—REQUIRED SEPARATION IN KILOMETERS (MILES) OF BASE STATION FROM PUBLIC COAST STATIONS

Base Station Characteristics

HAAT ERP (watts)
Meters (feet) 400 300 200 100 50
15 (50) ........ 138 (86) 135 (84) 129 (80) 129 (80) 116 (72)
30 (100) ...... 154 (96) 151 (94) 145 (90) 137 (85) 130 (81)
61 (200) ...... 166 (103) | 167 (104) | 161 (100) | 153 (95) 145 (90)
122 (400) 187 (116) | 177 (110) | 183 (114) | 169 (105) | 159 (99)

(v) In the event of interference, the
Commission may require, without a
hearing, licensees of base stations
authorized under this section that are
located within 241 kilometers (150
miles) of a co-channel public coast, I/
LT, or grandfathered public safety
station licensed prior to July 6, 1998, or
an international border, to reduce
power, decrease antenna height, and/or
install directional antennas.

Mobile stations must be operated only
within radio range of their associated
base station.

(vi) Applicants seeking to be licensed
for stations exceeding the power/
antenna height limits of the table in
paragraph (g)(5)(iv) of this section must
request a waiver of that paragraph and
must submit with their application an
interference analysis, based upon an
appropriate, generally-accepted terrain-
based propagation model, that shows
that co-channel protected entities,
described in paragraph (g)(5)(iii) of this
section, would receive the same or
greater interference protection than the

relevant criteria outlined in paragraph
(g)(5)(iii) of this section.

5. Section 90.35 is amended in
paragraph (b)(3) in the table under
Megahertz by revising the entries for
159.480 and adding paragraph (c)(82) to
read as follows:

890.35 Industrial/Business Pool.
* * * * *

(b) * *x %

(3) * * %

INDUSTRY BUSINESS POOL FREQUENCY TABLE

Frequency or band Class of station(s) Limitations Coordinator
Megahertz
* * * * * * *
159,480 ..ot e O i 8, 82 i P
* * * * * * *
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(82) After December 7, 2000 new
stations will only be licensed with an
authorized bandwidth not to exceed
11.25 kHz. Licensees authorized prior to
December 7, 2000 may continue to use
bandwidths wider than 11.25 kHz on a
co-primary basis until January 1, 2005.
After January 1, 2005, all stations
operating with an authorized bandwidth
greater than 11.25 kHz will be
secondary to adjacent channel public
safety interoperability operations. (See
§90.20(c)(3)).

* * * * *

6. Section 90.175 is amended by
adding paragraphs (i)15 and (i)(16) to
read as follows:

§90.175 Frequency coordination
requirements.
* * * * *

(i) * % %

(15) Applications for a state license
under § 90.529.

(16) Applications for narrowband low
power channels listed for itinerant use
in §90.531(b)(4).

* * * * *

7. Section 90.179 is amended by
revising paragraph (g) to read as follows:

§90.179 Shared use of radio stations.
* * * * *

(g) Notwithstanding paragraph (a) of
this section, licensees authorized to
operate radio systems on Public Safety
Pool frequencies designated in § 90.20
may share their facilities with Federal
Government entities on a non-profit,
cost-shared basis. Such a sharing
arrangement is subject to the provisions
of paragraphs (b), (d), and (e) of this
section. State governments authorized to
operate radio systems under § 90.529
may share the use of their systems (for
public safety services not made
commercially available to the public)
with any entity that would be eligible
for licensing under § 90.523 and Federal
government entities.

8. Section 90.203 is amended by
adding paragraph (j)(1) to read as
follows:

§90.203 Certification Required.
* * * * *

(') * % %

(1) Applications for certification
received on or after January 1, 2005, for
mobile and portable transmitters
designed to transmit voice on public
safety frequencies in the 150-174 MHz
band will be granted only if the mobile/
portable equipment is capable of
operating on the nationwide public
safety interoperability calling channel in
the 150-174 MHz band. (See § 90.20(c),

(d) of this part.) Applications for
certification received on or after January
1, 2005, for mobile and portable
transmitters designed to transmit voice
on public safety frequencies in the 450—
470 MHz band will be granted only if
the mobile/portable equipment is
capable of operating on the nationwide
public safety interoperability calling
channel in the 450-470 MHz band. (See
§90.20(c), (d) of this part.)

* * * * *

9. Section 90.529 is added to read as
follows:

§90.529 State License.

(a) Narrowband channels designated
as state channels in § 90.531 are
licensed to each state (as defined in
§90.7) as follows:

(1) Each state that chooses to take
advantage of the spectrum designated as
state channels must file an application
for up to 2.4 megahertz of this spectrum
no later than December 31, 2001. For
purposes of this section, the elected
chief executive (Governor) of each state,
or his or her designee, shall be deemed
the person authorized to apply for the
State License.

(2) What ever part of this 2.4
megahertz that a state has not applied
for by December 31, 2001, will revert to
General Use and be administered by the
relevant RPC (or RPCs in the instances
of states that encompass multiple RPCs).

(b) Each state license will be granted
subject to the condition that the state
certifies on or before each applicable
benchmark date that it is:

(1) providing or prepared to provide
“substantial service” to one-third of
their population or territory by January
1, 2012, i.e., within five years of the date
that incumbent broadcasters are
required to relocate to other portions of
the spectrum;

(2) providing or prepared to provide
“substantial service” to two-thirds of
their population or territory by January
1, 2017, i.e., within ten years of the date
that incumbent broadcasters are
required to relocate to other portions of
the spectrum.

(c) The Commission will deem a state
“prepared to provide substantial
service” if the licensee certifies that a
radio system has been approved and
funded for implementation by the
deadline date. “Substantial service”
refers to the construction and operation
of 700 MHz facilities by public safety
entities providing service which is
sound, favorable , and substantially
above a level of mediocre service which
just might minimally warrant renewal.

(d) If a state licensee fails to meet any
condition of the grant the state license

is modified automatically to the
frequencies and geographic areas where
the state certifies that it is providing
substantial service.

(e) Any recovered state license
spectrum will revert to General Use.
However, spectrum licensed to a state
under a state license remains
unavailable for reassignment to other
applicants until the Commission’s
database reflects the parameters of the
modified state license.

10. Section 90.531 is amended by
revising paragraphs (b)(1) through (b)(3)
and (c)(1) through (c)(3) and adding
paragraph (b)(4) through (b)(6) to read as
follows:

§90.531 Band plan.

(b) * x %

* * * * *

(1) Narrowband interoperability
channels. The following narrowband
channels are designated for nationwide
interoperability licensing and use: 23,
24, 39, 40, 63, 64, 79, 80, 103, 104, 119,
120,143, 144, 159, 160, 183, 184, 199,
200, 223, 224, 239, 240, 263, 264, 279,
280, 303, 304, 319, 320, 641, 642, 657,
658, 681, 682, 697, 698, 721, 722, 737,
738,761, 762,777,778, 801, 802, 817,
818, 841, 842, 857, 858, 881, 882, 897,
898, 921, 922, 937, 938, 983, 984, 999,
1000, 1023, 1024, 1039, 1040, 1063,
1064, 1079, 1080, 1103, 1104, 1119,
1120, 1143, 1144, 1159, 1160, 1183,
1184, 1199, 1200, 1223, 1224, 1239,
1240, 1263, 1264, 1279, 1280, 1601,
1602, 1617, 1618, 1641, 1642, 1657,
1658, 1681, 1682, 1697, 1698, 1721,
1722,1737,1738, 1761, 1762, 1777,
1778, 1801, 1802, 1817, 1818, 1841,
1842, 1857, 1858, 1881, 1882, 1897,
1898.

(2) Narrowband reserve channels.
following narrowband channels are
undesignated and reserved pending
further Commission action in WT
Docket No. 96—-86 (proceeding pending):
21, 22, 37, 38, 61, 62, 77, 78, 101, 102,
117, 118, 141, 142, 157, 158, 181, 182,
197, 198, 221, 222, 237, 238, 261, 262,
277,278, 301, 302, 317, 318, 643, 644,
659, 660, 683, 684, 699, 700, 723, 724,
739, 740, 763, 764, 779, 780, 803, 804,
819, 820, 843, 844, 859, 860, 883, 884,
899, 900, 923, 924, 939, 940, 981, 982,
997, 998, 1021, 1022, 1037, 1038, 1061,
1062, 1077, 1078, 1101, 1102, 1117,
1118, 1141, 1142, 1157, 1158, 1181,
1182, 1197, 1198, 1221, 1222, 1237,
1238, 1261, 1262, 1277, 1278, 1603,
1604, 1619, 1620, 1643, 1644, 1659,
1660, 1683, 1684, 1699, 1700, 1723,
1724, 1739, 1740, 1763, 1764, 1779,
1780, 1803, 1804, 1819,1820, 1843,
1844, 1859, 1860, 1883, 1884, 1899,
1900.

The
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(3) Narrowband low power channels
subject to regional planning. The
following narrowband channels are
designated for low power use for on-
scene incident response purposes using
mobiles and portables subject to
Commission-approved regional
planning committee regional plans.
Transmitter power must not exceed 2
watts (ERP): Channels 1-8 paired with
Channels 961-968, and Channels 949-
958 paired with Channels 1909-1918.

(4) Narrowband low power itinerant
channels. The following narrowband
channels are designated for low power
use for on-scene incident response
purposes using mobiles and portables.
These channels are licensed nationwide
for itinerant operation. Transmitter
power must not exceed 2 watts (ERP):
Channels 9-12 paired with Channels
969-972 and Channels 959-960 paired
with Channels 1919-1920.

(5) Narrowband state channel. The
following narrowband channels are
designated for direct licensing to each
state (including U.S. territories,
districts, and possessions): 25—36, 65—
76, 105-116, 145-156, 185-196, 225—
236, 265—-276, 305—-316, 645—656, 685—
696, 725-736, 765776, 805—816, 845—
856, 885—896, 925—-936, 985—-996, 1025—
1036, 1065—-1076, 1105-1116, 1145—
1156, 1185-1196, 1225-1236, 1265—
1276, 1605-1616, 1645—-1656, 1685—
1696, 1725-1736, 1765-1776, 1805—
1816, 1845-1856, 1885—-1896.

(6) Narrowband general use channels.
All narrowband channels established in
paragraph (b) of this section, other than
those listed in paragraphs (b)(1), (b)(2),
(b)(4) and (b)(5) of this section are
designated for assignment to public
safety eligibles subject to Commission-
approved regional planning committee
regional plans.

(C) L

(1) Wideband interoperability
channels. The following wideband
channels are designated for nationwide
interoperability licensing and use: 28—
30, 37-39, 4648, 73—-75, 83—-84, 91-93,
148-150, 157-159, 166—-168, 193—-195,
202-204, 211-213.

(2) Wideband reserve channels. The
following wideband channels are
reserved: 1-27, 94-120, 121-147, 214—
240.

(3) Wideband general use channels.
All wideband channels established in
paragraph (c), except for those listed in
paragraphs (c)(1) and (c)(2) of this
section, are designated for assignment to
public safety eligibles subject to
Commission-approved regional

planning committee regional plans.
* * * * *

11. Section 90.535 is amended by
revising paragraph (a) to read as follows:

§90.535 Modulation and spectrum usage
efficiency requirements.
* * * * *

(a) All transmitters in the 764-776
MHz and 794-806 MHz frequency
bands must use digital modulation.
Mobile and portable transmitters may
have analog modulation capability only
as a secondary mode in addition to its
primary digital mode. Mobile and
portable transmitters that only operate
on the low power channels designated
in §§90.531(b)(3), 90.531(b)(4), are
exempt from this digital modulation

requirement.
* * * * *

12. Section 90.537 is revised to read
as follows:

§90.537 Trunking requirement.

All systems using six or more
narrowband channels in the 764-776
MHz and 794-806 MHz frequency
bands must be trunked systems.
Nationwide interoperability channels
listed in §90.531(b)(1), and the
narrowband low power channels listed
in §§90.531(b)(3), 90.531(4), are not
counted as narrowband channels for the
purposes of this trunking requirement.

13. Section 90.541 is amended by
adding paragraph (d) to read as follows:

§90.541 Transmitting power limits.

* * * * *

(d) Transmitters operating on the
narrowband low power channels listed
in §§90.531(b)(3), 90.531(b)(4), must not
exceed 2 watts (ERP).

14. Section 90.543 is amended by
adding paragraphs (e) and (f) to read as
follows:

8§90.543 Emission limitations.
* * * * *

(e) For operations in the 764 to 776
MHz and 794 to 806 MHz bands, all
emissions including harmonics in the
band 1559-1610 MHz shall be limited to
—70 dBW/MHz equivalent isotropically
radiated power (EIRP) for wideband
signals, and —80 dBW EIRP for discrete
emissions of less than 700 Hz
bandwidth. For the purpose of
equipment authorization, a transmitter
shall be tested with an antenna that is
representative of the type that will be
used with the equipment in normal
operation.

(f) When an emission outside of the
authorized bandwidth causes harmful
interference, the Commission may, at its
discretion, require greater attenuation
than specified in this section.

15. Section 90.547 is revised to read
as follows:

§90.547 Interoperability channel capability
requirement.

Mobile and portable transmitters
operating in the 764—776 MHz and 794—
806 MHz frequency bands must be
capable of operating on all of the
designated nationwide narrowband
interoperability channels pursuant to
standards adopted by the Public Safety
National Coordination Committee and
approved by the Commission. Mobile
and portable transmitters that only
operate on the low power channels
designated in §§ 90.531(b)(3),
90.531(b)(4), are exempt from this
interoperability channel capability
requirement.

[FR Doc. 00-28348 Filed 11-6—00; 8:45 am|]
BILLING CODE 6712-01-U

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Parts 600 and 660
[Docket No. 991223347-9347; 1.D. 102600C]

Fisheries off West Coast States and in
the Western Pacific; Pacific Coast
Groundfish Fishery; Recreational
Fishery Closure

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Fishery closure; request for
comments.

SUMMARY: NMFS announces changes to
the recreational fishery for lingcod,
within the Pacific Coast groundfish
fishery. This action, which is authorized
by the Pacific Coast Groundfish Fishery
Management Plan (FMP), is intended to
protect lingcod.

DATES: Changes to management
measures are effective 0001 hours (local
time) November 2, 2000, unless
modified, superseded, or rescinded.
These changes are effective until the
effective date of the 2001 annual
specifications and management
measures for the Pacific coast
groundfish fishery, which will be
published in the Federal Register.
Comments on this rule will be accepted
through November 22, 2000.

ADDRESSES: Submit comments to Donna
Darm, Acting Administrator, Northwest
Region (Regional Administrator), NMFS,
7600 Sand Point Way N.E., BIN C15700,
Bldg. 1, Seattle, WA 98115-0070; or
Rebecca Lent, Administrator, Southwest
Region, NMFS, 501 West Ocean Blvd.,
Suite 4200, Long Beach, CA 90802-4213.
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FOR FURTHER INFORMATION CONTACT:
Yvonne deReynier or Becky Renko
(Northwest Region, NMFS) 206-526-
6140.

SUPPLEMENTARY INFORMATION: The
following change to current lingcod
management measures for waters off
California was recommended by the
Pacific Fishery Management Council
(Council,) in consultation with the State
of California, at its September 11-15,
2000, meeting in Sacramento, CA, and
by the California Fish and Game
Commission (Commission) at its
October 19-20, 2000, meeting in San
Diego, CA.

On October 6, 2000, NMFS published
a document in the Federal Register
announcing inseason changes to trip
limits for Pacific coast groundfish (65
FR 59752). The preamble to that
document discussed the possibility of
further inseason actions to close certain
fisheries off California, pending
decisions made in the Commission’s
October meeting.

At its October 19-20, 2000, meeting,
the Commission discussed whether
fishery closures were necessary for the
months of November and December to
protect overfished and depleted species
(bocaccio, lingcod, canary rockfish,
cowcod). The best available information
used by the Commission indicated that
the coastwide lingcod optimum yield
(OY) would be exceeded by October 31,
2000. Since the weather in central and
southern California often remains
conducive to recreational fishing
throughout the year, the Commission
decided to close the recreational lingcod
fishery within State waters (0-3 nm
offshore) for November and December in
order to prevent further landings of
lingcod. The Commission also asked
NMEFS to set complementary regulations
for Federal waters (3-200 nm offshore).

At its September 2000 meeting, the
Council had asked NMFS to coordinate

with the State of California to
implement Federal management
measures consistent with those of the
State. Consistent with the Council’s
request and to ensure that the lingcod
fishery conforms with the lingcod
overfished species rebuilding plan, this
action implements the Commission’s
recommendations on a lingcod fishery
closure within Federal waters off
California. Previously, the Council had
asked NMFS to close the recreational
fishery for lingcod off Washington State.
Therefore, all commercial fisheries for
lingcod are closed in November and
December. Oregon’s recreational fishery
for lingcod remains open, but landings
are expected to be minimal due to rough
winter weather constraining fishing
opportunities.

NMFS Actions

For the reasons stated here, NMFS
concurs with the Council’s
recommendations and announces the
following changes to the 2000 annual
management measures (65 FR 221,
January 4, 2000, as amended at 65 FR
4169, January 26, 2000; 65 FR 17805,
April 5, 2000; 65 FR 25881, May 4,
2000; 65 FR 31283, May 17, 2000; 65 FR
33423, May 23, 2000; and 65 FR 45308,
July 21, 2000) as follows:

In Section IV, under D. Recreational
Fishery, paragraph (1) (b) is revised to
read as follows:

IV. NMFS Actions
D. Recreational Fishery

* * * * *

(1) * % *

(b) lingcod. Recreational fishing for
lingcod off the coast of California is
closed from [insert date of filing for
public inspection with the Office of the
Federal Register] through December 31,
2000.

* * * * *

Classification

These actions are authorized by the
regulations implementing the FMP and
the annual specifications and
management measures and emergency
rule published at 65 FR 221 (January 4,
2000) and are based on the most recent
data available. The aggregate data upon
which these actions are based are
available for public inspection at the
office of the Administrator, Northwest
Region, NMFS (see ADDRESSES) during
business hours.

The Assistant Administrator for
Fisheries (AA), NOAA, finds good cause
to waive the requirement to provide
prior notice and comment on this action
pursuant to 5 U.S.C. 553(b)(B), because
providing prior notice and opportunity
for comment would be impracticable. It
would be impracticable because this
action is necessary to protect an
overfished species that is managed
under a rebuilding plan, and affording
additional advance notice would reduce
the agency’s ability to protect that
overfished species. In addition, the
affected public had the opportunity to
comment on these actions at the
September 11-15, 2000, Council meeting
and at the October 19-20, 2000,
Commission meeting. Accordingly, the
AA finds good cause exists to waive the
30-day delay in effectiveness.

These actions are taken under the
authority of 50 CFR 660.323(b)(1), and
are exempt from review under Executive
Order 12866.

Authority: 16 U.S.C. 1801 et seq.

Dated: November 1, 2000.
Bruce C. Morehead,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 00-28534 Filed 11-2-00; 8:45 am]
BILLING CODE 3510-22-S
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2000-NM-102—-AD]

RIN 2120-AA64

Airworthiness Directives; Bombardier

Model DHC—8—100, -200, and —300
Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to
certain Bombardier Model DHC-8-100,
—200, and —300 series airplanes. This
proposal would require inspection to
determine the orientation of the Wiggins
fuel couplers of the fuel tank vent line
and scavenge line in the right wing at
station 249, and follow-on corrective
actions. This action is necessary to
prevent contact between the nuts of the
Wiggins fuel couplers and the stiffener
on the access panel of the upper surface
of the right wing, which could
compromise the lightning protection of
the fuel tank of the right wing in the
event of a lightning strike, and could
result in possible fuel tank explosion.
This action is intended to address the
identified unsafe condition.

DATES: Comments must be received by
December 7, 2000.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2000-NM-
102—AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9:00 a.m. and 3:00
p-m., Monday through Friday, except
Federal holidays. Comments may be
submitted via fax to (425) 227-1232.
Comments may also be sent via the
Internet using the following address: 9-

anm-nprmcomment@faa.gov. Comments
sent via fax or the Internet must contain
“Docket No. 2000-NM-102—AD” in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 for
Windows or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Bombardier, Inc., Bombardier Regional
Aircraft Division, 123 Garratt Boulevard,
Downsview, Ontario M3K 1Y5, Canada.
This information may be examined at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW.,
Renton, Washington; or at the FAA,
New York Aircraft Certification Office,
10 Fifth Street, Third Floor, Valley
Stream, New York.

FOR FURTHER INFORMATION CONTACT:
Serge Napoleon, Aerospace Engineer,
Airframe and Propulsion Branch, ANE-
171, FAA, New York Aircraft
Certification Office, 10 Fifth Street,
Third Floor, Valley Stream, New York
11581; telephone (516) 256—7512; fax
(516) 568—2716.

SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this notice may be changed in light
of the comments received.

Submit comments using the following
format:

» Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

» For each issue, state what specific
change to the proposed AD is being
requested.

¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before

and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this notice
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2000-NM—-102—-AD.”
The postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2000-NM-102—-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—4056.

Discussion

Transport Canada Civil Aviation
(TCCA), which is the airworthiness
authority for Canada, notified the FAA
that an unsafe condition may exist on
certain Bombardier Model DHC-8-100,
—200, and —300 series airplanes. TCAA
advises that it received a report
indicating that a Wiggins fuel coupler
had come in contact with the stiffener
of the wing access panel at wing station
249.

Investigation revealed that the
Wiggins fuel couplers in the right wing
of both the fuel tank vent line and
scavenge line had been installed
incorrectly, with the nut of each coupler
facing the outboard side of the wing,
rather than the inboard side. This
incorrect installation allowed contact
between one nut of the coupler and the
stiffener on the access panel of the
upper surface of the right wing. Such
contact could compromise the lightning
protection of the fuel tank of the right
wing in the event of a lightning strike,
and could result in possible fuel tank
explosion.

Explanation of Relevant Service
Information

The manufacturer has issued
Bombardier Alert Service Bulletin A8—
28-32, dated January 14, 2000, which
describes procedures for a one-time
general visual or x-ray inspection to
determine the orientation of the Wiggins
fuel couplers of the fuel tank vent line
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and scavenge line in the right wing at
station 249. For airplanes on which the
couplers are oriented correctly, the alert
service bulletin describes procedures for
rework of the stiffener on the access
panel of the upper surface of the right
wing. For airplanes on which any
incorrectly oriented coupler is found,
the alert service bulletin describes
procedures for removal of the coupler
and a one-time detailed visual
inspection to detect damage of that
coupler.

For airplanes on which no damaged
coupler is found, the alert service
bulletin describes procedures for
reinstallation of the coupler in the
correct orientation and rework of the
stiffener on the access panel of the
upper surface of the right wing.
However, for airplanes on which any
damaged coupler is found, the alert
service bulletin describes procedures for
blending out the damage and
performing a detailed visual inspection
of the fuel coupler for cracks; and
reinstallation of the coupler in the
correct orientation and rework of the
stiffener on the access panel of the
upper surface of the right wing, or
replacement of the coupler with a new
or serviceable coupler in the correct
orientation and rework the stiffener on
the access panel of the upper surface of
the right wing, if necessary.

Accomplishment of the actions
specified in the service bulletin is
intended to adequately address the
identified unsafe condition. TCAA
classified this alert service bulletin as
mandatory and issued Canadian
airworthiness directive CF—2000-05,
dated February 28, 2000, in order to
assure the continued airworthiness of
these airplanes in Canada.

FAA'’s Conclusions

This airplane model is manufactured
in Canada and is type certificated for
operation in the United States under the
provisions of section 21.29 of the
Federal Aviation Regulations (14 CFR
21.29) and the applicable bilateral
airworthiness agreement. Pursuant to
this bilateral airworthiness agreement,
TCAA has kept the FAA informed of the
situation described above. The FAA has
examined the findings of TCAA,
reviewed all available information, and
determined that AD action is necessary
for products of this type design that are
certificated for operation in the United
States.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same

type design registered in the United
States, the proposed AD would require
accomplishment of the actions specified
in the alert service bulletin described
previously, except as discussed below.

Differences Between This Proposed AD
and Relevant Service Information

Operators should note that certain
compliance times specified in this
proposed AD differ from those specified
in the alert service bulletin:

* For airplanes having correctly
oriented fuel couplers, the alert service
bulletin recommends reworking the
stiffener within 5,000 flight hours after
the initial inspection. The Canadian
airworthiness directive requires the
rework ““at the next convenient
maintenance opportunity but not later
than the next ‘C’ check or 5,000 hours
flight time after the effective date of this
directive, whichever occurs first.”
However, this proposed AD would
require the rework for these airplanes
within 5,000 flight hours after the
effective date of the AD.

 For airplanes having incorrectly
oriented fuel couplers, the alert service
bulletin also recommends reworking the
stiffener within 5,000 flight hours of the
initial inspection. However, this
proposed AD requires the rework for
these airplanes prior to further flight
after detecting the incorrect orientation.

In developing the compliance times
for this proposed AD, the FAA
considered not only the manufacturer’s
recommendation, but the degree of
urgency associated with addressing the
subject unsafe condition, and the
compliance times specified in the
Canadian airworthiness directive. In
light of these factors, the FAA finds that
its proposed compliance times for the
rework represent the appropriate
intervals of time allowable for affected
airplanes to continue to operate without
compromising safety.

Cost Impact

The FAA estimates that 195 airplanes
of U.S. registry would be affected by this
proposed AD.

It would take approximately 1 work
hour per airplane to accomplish the
actions (inspection) specified in Part A
of the alert service bulletin, at an
average labor rate of $60 per work hour.
Based on these figures, the cost impact
of these proposed actions on U.S.
operators is estimated to be $11,700, or
$60 per airplane.

It would take approximately 2 work
hours per airplane to accomplish the
actions (rework) specified in Part B of
the alert service bulletin, at an average
labor rate of $60 per work hour. Based
on these figures, the cost impact of these

proposed actions on U.S. operators is
estimated to be $23,400, or $120 per
airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this proposed AD were not adopted. The
cost impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect 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,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a “‘significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, 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 copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend 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.
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§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Bombardier, Inc. (Formerly de Havilland,
Inc.): Docket 2000-NM-102—AD.
Applicability: Model DHC—8-100, —200,
and —300 series airplanes having serial
numbers 003 through 540 inclusive,
certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes 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 (d) 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 as indicated, unless
accomplished previously.

To prevent contact between the nuts of the
Wiggins fuel couplers and the stiffener on the
access panel of the upper surface of the right
wing, which could compromise the lightning
protection of the fuel tank of the right wing
in the event of a lightning strike, and could
result in possible fuel tank explosion,
accomplish the following:

General Visual or X-ray Inspection

(a) Within 90 days after the effective date
of this AD: Perform a one-time general visual
or x-ray inspection to determine the
orientation of the Wiggins fuel couplers of
the fuel tank vent line and scavenge line in
the right wing at station 249, in accordance
with Part A of the Accomplishment
Instructions of Bombardier Alert Service
Bulletin A8-28-32, dated January 14, 2000.

Action for Airplanes Having Correctly
Oriented Fuel Couplers

(b) For airplanes on which the orientation
of all Wiggins fuel couplers is found to be
correct, as specified in Bombardier Alert
Service Bulletin A8-28-32, dated January 14,
2000: Within 5,000 flight hours after the
effective date of this AD, rework the stiffener
on the access panel of the upper surface of
the right wing in accordance with Part B of
the Accomplishment Instructions of the alert
service bulletin.

Note 2: For the purposes of this AD, a
general visual inspection is defined as: “A
visual examination of an interior or exterior
area, installation, or assembly to detect
obvious damage, failure, or irregularity. This
level of inspection is made under normally
available lighting conditions such as
daylight, hangar lighting, flashlight, or drop-
light, and may require removal or opening of
access panels or doors. Stands, ladders, or
platforms may be required to gain proximity
to the area being checked.”

Actions for Airplanes Having an Incorrectly
Oriented Fuel Coupler

(c) For airplanes on which the orientation
of any Wiggins fuel coupler is incorrect, as
specified in Bombardier Alert Service
Bulletin A8-28-32, dated January 14, 2000:
Prior to further flight, remove the incorrectly
oriented Wiggins fuel coupler, and perform a
one-time detailed visual inspection to detect
damage of the fuel coupler, in accordance
with Part A of the Accomplishment
Instructions of the alert service bulletin.

Note 3: For the purposes of this AD, a
detailed visual inspection is defined as: “An
intensive visual examination of a specific
structural area, system, installation, or
assembly to detect damage, failure, or
irregularity. Available lighting is normally
supplemented with a direct source of good
lighting at intensity deemed appropriate by
the inspector. Inspection aids such as mirror,
magnifying lenses, etc., may be used. Surface
cleaning and elaborate access procedures
may be required.”

(1) If no damage is found: Prior to further
flight, reinstall the Wiggins fuel coupler in
the correct orientation, as specified in the
alert service bulletin, and rework the stiffener
on the access panel of the upper surface of
the right wing, in accordance with Part B of
the Accomplishment Instructions of the alert
service bulletin. No further action is required
by this AD.

(2) If any damage is found, prior to further
flight, blend out the damage and perform a
detailed visual inspection of the fuel coupler
for cracks, in accordance with the alert
service bulletin.

(i) If no crack is found, and blending CAN
be accomplished to meet the limits specified
in the Accomplishment Instructions of the
alert service bulletin: Prior to further flight,
reinstall the Wiggins fuel coupler in the
correct orientation, as specified in the alert
service bulletin, and rework the stiffener on
the access panel of the upper surface of the
right wing, in accordance with Part B of the
Accomplishment Instructions of the alert
service bulletin. No further action is required
by this AD.

(ii) If any crack is found, or if blending
CANNOT be accomplished to meet the limits
specified in the Accomplishment
Instructions of the alert service bulletin: Prior
to further flight, replace the Wiggins fuel
coupler with a new or serviceable coupler in
the correct orientation, as specified in the
alert service bulletin, and rework the stiffener
on the access panel of the upper surface of
the right wing, in accordance with Part B of
the Accomplishment Instructions of the alert
service bulletin. No further action is required
by this AD.

Alternative Methods of Compliance

(d) 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, New York
Aircraft Certification Office (ACO), FAA.
Operators shall submit their requests through
an appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, New York ACO.

Note 4: Information concerning the
existence of approved alternative methods of

compliance with this AD, if any, may be
obtained from the New York ACO.

Special Flight Permits

(e) 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 airplane to
a location where the requirements of this AD
can be accomplished.

Note 5: The subject of this AD is addressed
in Canadian airworthiness directive CF—
2000-05, dated February 28, 2000.

Issued in Renton, Washington, on
November 1, 2000.

Donald L. Riggin,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 00-28481 Filed 11-06—00; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF COMMERCE

National Institute of Standards and
Technology

14 CFR Part 285
[Docket No. 000831249-0249-01]
RIN 0693—-ZA39

National Voluntary Laboratory
Accreditation Program; Operating
Procedures

AGENCY: National Institute of Standards
and Technology, Commerce.

ACTION: Notice of proposed rulemaking:
request for comments.

SUMMARY: The Director of the National
Institute of Standards and Technology
(NIST), United States Department of
Commerce, requests comments on
proposed amendments to regulations
pertaining to the operation of the
National Voluntary Laboratory
Accreditation Program (NVLAP). NIST
proposes to revise the NVLAP
procedures to ensure continued
consistency with international
standards and guidelines currently set
forth in the International Organization
for Standardization (ISO)/International
Electrotechnical Commission (IEC)
17025:1999, General requirements for
the competence of testing and
calibration laboratories, and ISO/IEC
Guide 58:1993, Calibration and testing
laboratory accreditation systems—
General requirements for operation and
recognition, thereby facilitating and
promoting acceptance of test and
calibration results between countries to
avoid barriers to trade. Provisions in
this regard will facilitate cooperation
between laboratories and other bodies,
assist in the exchange of information
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and experience and in the
harmonization of standards and
procedures, and establish the basis for
national and international mutual
recognition arrangements.

In addition, NIST proposes to
reorganize and simplify part 285 for
ease of use and understanding. While
the existing regulations accurately set
forth the NVLAP procedures, the
regulations themselves are complex and
difficult to understand. In an effort to
simplify the format and make the
regulations more user friendly, NIST
proposes to rewrite in plain English and
consolidate sections previously
contained in subparts A through C of
part 285.

DATES: Submit comments on or before
January 8, 2001.

ADDRESSES: Address all comments
concerning this proposed rule to David
F. Alderman, Chief, National Voluntary
Laboratory Accreditation Program,
National Institute of Standards and
Technology, 100 Bureau Drive, Stop
2140, Gaitehrsburg, MD 20899-2140.
FOR FURTHER INFORMATION CONTACT:
David F. Alderman, Chief, National
Voluntary Laboratory Accreditation
Program, 301-975—-4016.
SUPPLEMENTARY INFORMATION:

Background

Part 285 of title 15 of the Code of
Federal Regulations sets out procedures
and general requirements under which
the National Voluntary Laboratory
Accreditation Program (NVLAP)
operates as an unbiased third party to
accredit both testing and calibration
laboratories.

The NVLAP procedures were first
published in the Federal Register as
part 7 of title 15 of the Code of Federal
Regulations (CFR) (41 FR 8163,
February 25, 1976). On June 2, 1994, the
procedures were redesignated as part
285 of title 15 of the CFR, expanded to
include accreditation of calibration
laboratories, and updated to be
compatible with conformity assurance
and assessment concepts, including the
provisions contained in ISO/IEC Guide
25:1990, General requirements for the
competence of calibration and testing
laboratories (59 FR 22742, May 3, 1994).

Description and Explanation of
Proposed Changes

The National Institute of Standards
and Technology proposes to revise 15
CFR Part 285 to ensure continued
consistency with international
standards and guidelines. At this time,
the management and technical
requirements of the new standard, ISO/
IEC 17025:1999, General requirements

for the competence of testing and
calibration laboratories, and the
internationally accepted requirements
for accrediting bodies, including those
found in ISO/IEC Guide 58:1993,
Calibration and testing laboratory
accreditation systems—General
requirements for operation and
recognition, are applicable; however,
the proposed revisions include
provisions allowing for updated
versions and replacements of these
documents. ISO/IEC 17025:1999
supersedes and replaces ISO/IEC Guide
25:1990, upon which the current
NVLAP accreditation criteria are based.

In addition, NIST proposes to
reorganize the simplify part 285 for ease
of use and understanding. While the
existing regulations accurately set forth
the NVLAP procedures, the regulations
themselves are complex and difficult to
understand. In an effort to simplify the
format and make the regulations more
user friendly, NIST proposes to rewrite
in plain English and consolidate
sections previously contained in
subparts A through C of part 285. Since
the consolidated format does not require
subparts, NIST proposes to remove
subparts A through C. The removal of
these subparts will not alter the
operations of NVLAP, but will promote
ease of use and facilitate understanding
of the program’s operations.

To ensure continued consistency with
applicable international standards and
guidelines, NIST proposes to remove
subpart D, Conditions and Criteria for
Accreditation, and to apply the
conditions and criteria contained in the
applicable internationally accepted
documents as they are revised from time
to time, as set forth in new section
285.14, Criteria for Accreditation.

Request for Comments

The Director of the National Institute
of Standards and Technology, United
States Department of Commerce,
requests comments on proposed
changes to regulations found at 15 CFR
Part 285 pertaining to the National
Voluntary Laboratory Accreditation
Program.

Persons interested in commenting on
the proposed regulations should submit
their comments in writing to the above
address. All comments received in
response to this notice will become part
of the public record and will be
available for inspection and copying at
the Department of Commerce Central
Reference and Records Inspection
Facility, room 6022, 14th and
Constitution Ave. NW, Washington, DC
20230.

Classification Section

Paperwork Reduction Act

This proposed rule contains
information collection requirements
subject to the Paperwork Reduction Act.
The collection has been forwarded to
the Office of Management and Budget
(OMB) for approval under the Act.
Notwithstanding any other provision of
the law, no person is required to
respond to, nor shall any person be
subject to a penalty for failure to comply
with, no collection of information
subject to the requirements of the Act,
Unless that collection of information
displays a currently valid OMB control
number. The information collected will
be used by NVLAP to help assess
laboratory compliance with the
applicable criteria. Responses to the
collection of information are required
for a laboratory to be considered for
NVLAP accreditation. Confidentiality of
the information submitted will be
handled in accordance with § 285.2 of
this proposed rule. It is estimated that
the annual public burden for the
collection will average 2.75 hours per
response, including the time for
reviewing instructions, searching
existing data sources, gathering and
maintaining the data needed, and
completing and reviewing the collection
of information. Send comments
regarding this burden estimate or any
other aspect of this collection of
information, including suggestions for
reducing this burden, to the Office of
Information and Regulatory Affairs,
Office of Management and Budget,
Washington, DC, 20503 (Attention:
NIST Desk Officer).

Executive Order 12866

This notice has been determined to be
not significant for purposes of Executive
Order 12866.

Regulatory Flexibility Act

The Chief Counsel for Regulation of
the Department of Commerce has
certified to the Chief Counsel for
Advocacy of the Small Business
Administration that this rule will not
have a significant economic impact on
a substantial number of small entities
for the following reasons: (1) the
regulation is procedural and has no
impact on any entity unless that entity
chooses to participate, in which case,
the cost to any participant is the same,
small cost ($500/application; other
associated costs cannot be projected
because they are dependent upon in
which LAP an entity is participating,
and in some cases LAPs have not yet
been established) for any size
participant; (2) access to NVLAP’s
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accreditation system is not conditional
upon the size of a laboratory or
membership of any association or group,
nor are there undue financial conditions
to restrict participation; and (3) the
technical components of NVLAP, that
is, the specific technical criteria that
individual laboratories are accredited
against, are not significantly changed by
this proposal.

List of Subjects in 15 CFR Part 285

Laboratories, Measurement standards,
Reporting and recordkeeping
requirements, Voluntary standards

Dated: October 30, 2000.

Karen H. Brown,
Deputy Director.

For reasons set forth in the preamble,
it is proposed that 15 CFR. chapter II, be
amended by revising part 285 to read as
follows:

PART 285—NATIONAL VOLUNTARY
LABORATORY ACCREDITATION
PROGRAM

Sec.
285.1
285.2

Purpose.

Confidentiality.

285.3 Referencing NVLAP accreditation.

285.4 Establishment of laboratory
accreditation programs (LAPs) within
NVLAP.

285.5 Termination of a LAP.

285.6 Application for accreditation.

285.7 Assessment.

285.8 Proficiency testing.

285.9 Granting accreditation.

285.10 Renewal of accreditation.

285.11 Changes to scope of accreditation.

285.12 Monitoring visits.

285.13 Denial, suspension, revocation or
termination of accreditation.

285.14 Criteria for accreditation.

285.15 Obtaining documents.

Authority: 15 U.S.C. 272 et seq.

§285.1 Purpose.

The purpose of Part 285 is to set out
procedures and general requirements
under which the National Voluntary
Laboratory Accreditation Program
(NVLAP) operates as an unbiased third
party to accredit both testing and
calibration laboratories. Supplementary
technical and administrative
requirements are provided in supporting
handbooks and documents as needed,
depending on the criteria established for
specific Laboratory Accreditation
Programs (LAPs).

§285.2 Confidentiality.

To the extent permitted by applicable
laws, NVLAP will protect the
confidentiality of all information
obtained relating to the application, on-
site assessment, proficiency testing,
evaluation, and accreditation of
laboratories.

§285.3 Referencing NVLAP accreditation.

The term NVLAP (represented by the
NVLAP logo) is a federally registered
certification mark of the National
Institute of Standards and Technology
and the federal government, who retain
exclusive rights to control the use
thereof. Permission to use the term and/
or logo is granted to NVLAP-accredited
laboratories for the limited purposes of
announcing their accredited status, and
for use on reports that describe only
testing and calibration within the scope
of accreditation. NIST reserves the right
to control the quality of the use of the
term NVLAP and of the logo itself.

§285.4 Establishment of laboratory
accreditation programs (LAPS) within
NVLAP.

NVLAP establishes LAPs in response
to legislative actions or to requests from
private sector entities and government
agencies. For legislatively mandated
LAPs, NVLAP shall establish the LAP.
For requests from private sector entities
and government agencies, the Chief of
NVLAP shall analyze each request, and
after consultation with interested parties
through public workshops and other
means shall establish the requested LAP
if the Chief of NVLAP determines there
is need for the requested LAP.

§285.5 Termination of a LAP.

(a) The Chief of NVLAP may
terminate a LAP when he/she
determines that a need no longer exists
to accredit laboratories for the services
covered under the scope of the LAP. In
the event that the Chief of NVLAP
proposes to terminate a LAP, a notice
will be published in the Federal
Register setting forth the basis for that
determination.

(b) When a LAP is terminated, NVLAP
will no longer grant or renew
accreditations following the effective
date of termination. Accreditations
previously granted shall remain
effective until their expiration date
unless terminated voluntarily by the
laboratory or revoked by NVLAP.
Technical expertise will be maintained
by NVLAP while any accreditation
remains effective.

§285.6 Application for accreditation.

A laboratory may apply for
accreditation in any of the established
LAPs. The applicant laboratory shall
provide a completed application to
NVLAP, pay all required fees and agree
to certain conditions as set forth in the
NVLAP Application for Accreditation,
and provide a quality manual to NVLAP
(or a designated NVLAP assessor) prior
to the assessment process.

§285.7 Assessment.

(a) Frequency and scheduling. Before
initial accreditation, during the first
renewal year, and every two years
thereafter, an on-site assessment of each
laboratory is conducted to determine
compliance with the NVLAP criteria.

(b) Assessors. NVLAP shall select
qualified assessors to evaluate all
information collected from an applicant
laboratory pursuant to § 285.6 of this
part and to conduct the assessment on
its behalf at the laboratory and any other
sites where activities to be covered by
the accreditation are performed.

(c) Conduct of assessment. (1)
Assessors use checklists provided by
NVLAP so that each laboratory receives
an assessment comparable to that
received by others.

(2) During the assessment, the
assessor meets with management and
laboratory personnel, examines the
quality system, reviews staff
information, examines equipment and
facilities, observes demonstrations of
testing or calibrations, and examines
tests or calibration reports.

(3) The assessor reviews laboratory
records including resumes, job
descriptions of key personnel, training,
and competency evaluations for all staff
members who routinely perform, or
affect the quality of the testing or
calibration for which accreditation is
sought. The assessor need not be given
information which violates individual
privacy, such as salary, medical
information, or performance reviews
outside the scope of the accreditation
program. The staff information may be
kept in the laboratory’s official
personnel folders or separate folders
that contain only the information that
the NVLAP assessor needs to review.

(4) At the conclusion of the
assessment, the assessor conducts an
exit briefing to discuss observations and
any deficiencies with the authorized
representative who signed the NVLAP
application and other responsible
laboratory staff.

(d) Assessment report. At the exit
briefing, the assessor submits a written
report on the compliance of the
laboratory with the accreditation
requirements, together with the
completed checklists, where
appropriate.

(e) Deficiency notification and
resolution. (1) Laboratories are informed
of deficiencies during the on-site
assessment, and deficiencies are
documented in the assessment report
(see paragraph (d) of this section).
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(2) A laboratory shall, within thirty
days of the date of the assessment
report, provide documentation that the
specified deficiencies have either been
corrected and/or a plan of corrective
actions as described in the NVLAP
handbooks.

(3) If substantial deficiencies have
been cited, NVLAP may require an
additional on-site assessment, at
additional cost to the laboratory, prior to
granting accreditation. All deficiencies
and resolutions will be subject to
thorough review and evaluation prior to
an accreditation decision.

(4) After the assessor submits their
final report, NVLAP reviews the report
and the laboratory’s response to
determine if the laboratory has met all
of the on-site assessment requirements.

§285.8 Proficiency testing.

(a) NVLAP proficiency testing is
consistent with the provisions
contained in ISO/IEC Guide 43 (Parts 1
and 2), Proficiency testing by
interlaboratory comparisons, where
applicable, including revisions from
time to time. Proficiency testing may be
organized by NVLAP itself or a NVLAP-
approved provider of services.
Laboratories must participate in
proficiency testing as specified for each
LAP in the NVLAP program handbooks.

(b) Analysis and reporting.
Proficiency testing data are analyzed by
NVLAP and reports of the results are
made known to the participants.
Summary results are available upon
request to other interested parties; e.g.,
professional societies and standards
writing bodies. The identity and
performance of individual laboratories
are kept confidential.

(c) Proficiency testing deficiencies. (1)
Unsatisfactory participation in any
NVLAP proficiency testing program is a
technical deficiency which must be
resolved in order to obtain initial
accreditation or maintain accreditation.

(2) Proficiency testing deficiencies are
defined as, but not limited to, one or
more of the following:

(i) Failure to meet specified
proficiency testing performance
requirements prescribed by NVLAP;

(ii) Failure to participate in a regularly
scheduled “round” of proficiency
testing for which the laboratory has
received instructions and/or materials;

(iii) Failure to submit laboratory
control data as required; and

(iv) Failure to produce acceptable test
or calibration results when using NIST
Standard Reference Materials or special
artifacts whose properties are well-
characterized and known to NIST/
NVLAP.

(3) NVLAP will notify the laboratory
of proficiency testing deficiencies and
actions to be taken to resolve the
deficiencies. Denial or suspension of
accreditation will result from failure to
resolve deficiencies.

§285.9 Granting accreditation.

(a) The Chief of NVLAP is responsible
for all NVLAP accreditation actions,
including granting, denying, renewing,
suspending, and revoking any NVLAP
accreditation.

(b) Initial accreditation is granted
when a laboratory has met all NVLAP
requirements. One of four accreditation
renewal dates (January 1, April 1, July
1, or October 1) is assigned to the
laboratory and is usually retained as
long as the laboratory remains in the
program. Initial accreditation is granted
for a period of one year; accreditation
expires and is renewable on the
assigned date.

(c) Renewal dates may be reassigned
to provide benefits to the laboratory
and/or NVLAP. If a renewal date is
changed, the laboratory will be notified
in writing of the change and any related
adjustment in fees.

(d) when accredition is granted,
NVLAP shall provide to the laboratory
a Certificate of Accredition and a Scope
of Accreditation.

§285.10 Renewal of accredition.

(a) An accredited laboratory must
submit both its application for renewal
and fees to NVLAP prior to expiration
of the laboratory’s current accreditation
to avoid a lapse in accreditation.

(b) On-site assessments of currently
accredited laboratories are performed in
accordance with the procedures in
§285.7. If deficiencies are found during
the assessment of an accredited
laboratory, the laboratory must follow
the procedures set forth in § 285.7(e)(2)
of this part or face possible suspension
or revocation of accreditation.

§285.11 Changes to scope of
accreditation.

A laboratory may request in writing
changes to its Scope of Accreditation. If
the laboratory requests additions to its
Scope, it must meet all NVLAP criteria
for the additional tests or calibrations,
types of tests or calibrations, or
standards. The need for an additional
on-site assessment and/or proficiency
testing will be determined on a case-by-
case basis.

§285.12 Monitoring visits.

(a) In addition to regularly scheduled
assessments, monitoring visits may be
conducted by NVLAP at any time
during the accreditation period. They
may occur for cause or on a random

selection basis. While most monitoring
visits will be scheduled in advance with
the laboratory, NVLAP may conduct
unannounced monitoring visits.

(b) The scope of a monitoring visit
may range from checking a few
designated items to a complete review.
The assessors may review deficiency
resolutions, verify reported changes in
the laboratory’s personnel, facilities, or
operations, or administer proficiency
testing, when appropriate.

§285.13 Denial, suspension, revocation or
termination of accreditation.

(a) A laboratory may at any time
voluntarily terminate its participation
and responsibilities as an accredited
laboratory by advising NVLAP in
writing of its desire to do so.

(b) If NVLAP finds that an accredited
laboratory does not meet all NVLAP
requirements, has violated the terms of
its accreditation, or does not continue to
comply with the provisions of these
procedures, NVLAP may suspend the
laboratory’s accreditation, or advise of
NVLAP’s intent to revoke accreditation.

(1) If a laboratory’s accreditation is
suspended, NVLAP shall notify the
laboratory of that action stating the
reasons for and conditions of the
suspension and specifying the action(s)
the laboratory must take to have its
accreditation reinstated. Conditions of
suspension will include prohibiting the
laboratory from using the NVLAP logo
on its test or calibration reports,
correspondence, or advertising during
the suspension period in the area(s)
affected by the suspension.

(2) NVLAP will not require a
suspended laboratory to return its
Certificate and Scope of Accreditation,
but the laboratory must refrain from
using the NVLAP logo in the area(s)
affected until such time as the
problem(s) leading to the suspension
has been resolved. When accreditation
is reinstated, NVLAP will authorize the
laboratory to resume testing or
calibration activities in the previously
suspended area(s) as an accredited
laboratory.

(c) If NVLAP proposes to deny or
revoke accreditation of a laboratory,
NVLAP shall inform the laboratory of
the reasons for the proposed denial or
revocation and the procedure for
appealing such a decision.

(1) The laboratory will have thirty
days from the date of receipt of the
proposed denial or revocation letter to
appeal the decision to the Director of
NIST. If the laboratory appeals the
decision to the Director of NIST, the
proposed denial or revocation will be
stayed pending the outcome of the
appeal. The proposed denial or
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revocation will become final through
the issuance of a written decision to the
laboratory in the event that the
laboratory does not appeal the proposed
denial or revocation within the thirty-
day period.

(2) If accreditation is revoked, the
laboratory may be given the option of
voluntarily terminating the
accreditation.

(3) A laboratory whose accreditation
has been revoked must cease use of the
NVLAP logo on any of its reports,
correspondence, or advertising related
to the area(s) affected by the revocation.
If the revocation is total, NVLAP will
instruct the laboratory to return its
Certificate and Scope of Accreditation
and to remove the NVLAP logo from all
test or calibration reports,
correspondence, or advertising. If the
revocation affects only some, but not all
of the items listed on a laboratory’s
Scope of Accreditation, NVLAP will
issue a revised Scope that excludes the
revoked area(s) in order that the
laboratory might continue operations in
accredited areas.

(d) A laboratory whose accreditation
has been voluntarily terminated, denied
or revoked, may reapply and be
accredited if the laboratory:

(1) Completes the assessment and
evaluation process; and

(2) Meets the NVLAP conditions and
criteria for accreditation.

§285.14 Criteria for accreditation.

The requirements for laboratories to
be recognized by the National Voluntary
Laboratory Accreditation Program as
competent to carry out tests and/or
calibrations are contained in clauses 4
and 5 of ISO/IEC 17025, General
requirements for the competence of
testing and calibration laboratories,
including revisions from time to time.

§285.15 Obtaining documents.

(1) Application forms, NVLAP
handbooks, and other NVLAP
documents and information may be
obtained by contacting the NVLAP,
National Institute of Standards and
Technology, 100 Bureau Drive, Mail
Stop 2140, Gaithersburg, Maryland
20899-2140; phone: 301-975-4016; fax:
301-926-2884; e-mail: nvlap@nist.gov.

(b) Copies of all ISO/IEC documents
are available from the American
National Standards Institute, 11 West
42nd Street, 13th Floor, New York, New
York, 10036; phone: 212—642-4900; fax:
212-398-0023; web site:
<www.ansi.org>. You may inspect
copies of all applicable ISO/IEC
documents at the National Voluntary
Laboratory Accreditation Program,
National Institute of Standards and

Technology, 820 West Diamond
Avenue, Room 297, Gaithersburg, MD.

[FR Doc. 00-28577 Filed 11-6-00; 8:45 am]
BILLING CODE 3510-13-M

COMMODITY FUTURES TRADING
COMMISSION

17 CFR Part 4

Extension of Time To File Annual
Reports for Commodity Pools

AGENCY: Commodity Futures Trading
Commission.

ACTION: Proposed rule amendments.

SUMMARY: Commodity Futures Trading
Commission (“Commission’’) Rules
4.22(c) and (d) * require that commodity
pool operators (“CPOs”) distribute
annual reports containing specified
information, certified by an
independent public accountant, to each
pool participant within 90 calendar
days after the end of the pool’s fiscal
year.2 The proposed revisions to Rule
4.22 would permit CPOs to file a claim
for an extension of time to file the pool’s
annual report where the pool is invested
in other collective investment vehicles,
and the CPO’s independent accountant
cannot obtain the information necessary
to comply with the rule in a timely
manner.

DATES: Comments must be received by
December 7, 2000.

ADDRESSES: Interested persons should
submit their views and comments to
Jean A. Webb, Secretary of the
Commission, Commodity Futures
Trading Commission, 1155 21st Street,
N.W., Washington, DC 20581. In
addition, comments may be sent by
facsimile transmission to facsimile
number (202) 418-5521, or by electronic
mail to secretary@cftc.gov. Reference
should be made to “Extension of Time
to File Annual Reports for Commodity
Pools.”

FOR FURTHER INFORMATION CONTACT:
Kevin P. Walek, Assistant Director,
Division of Trading and Markets,
Commodity Futures Trading
Commission, 1155 21st Street, NW.,
Washington, DC 20581. Telephone:
(202) 418-5463; electronic mail:
“kwalek@cftc.gov”.

SUPPLEMENTARY INFORMATION:

1Commission rules referred to herein can be

found at 17 CFR Ch. I (2000).

2Rule 4.7(b)(3) provides the requirements for
annual report filings for pools for which exemption
from the specific requirements of Rules 4.22(c) and
(d) has been claimed pursuant to Rule 4.7(b)(3)(i).

I. Background

Commission Rule 4.22(c) requires a
CPO to distribute to pool participants,
and file with the Commission, an
Annual Report containing specified
financial information for each pool that
it operates. The annual report
requirement is intended to ensure that
the CPO is dealing fairly with its
participants and to provide a
mechanism to facilitate the
Commission’s inspection of the
registrant’s operations. Rule 4.22(d)
requires that an independent public
accountant certify the financial
statements contained in the Annual
Report. The CPO must file this certified
Annual Report within 90 days of the
close of the pool’s fiscal year. Rule
4.22(f) currently allows CPOs to apply
for extensions of the 90-day time
requirement where the CPO cannot
distribute the report in the required time
period without “substantial undue
hardship.” The Commission has had the
benefit of the assistance of National
Futures Association (“NFA”’) in
processing these requests.

In recent years, the number of
extensions has risen dramatically. 3 The
majority of such requests are made by
CPOs of commodity pools that invest in
other collective investment vehicles.
(These commodity pools are commonly
referred to as “funds of funds.””) The
CPOs of these funds of funds have
explained that they cannot obtain the
information necessary for their
independent public accountants to
finish auditing the pools’ financial
statements by the time specified in Rule
4.22(c). In order to complete the audit
of the financial statements of the pool,
the independent public accountant
needs information establishing the value
of the pool’s material investments.
These investments may be in a number
of collective investment vehicles, such
as other commodity pools, securities
funds, or hedge funds, both domestic
and offshore. The information that the
independent accountant requires is
frequently unavailable until the
collective investment vehicles complete
their own certified financial statements.
Thus, in many cases, the CPO cannot
obtain the information its independent
accountant requires about the collective
investment vehicle in time for the pool’s
Annual Report to be prepared, audited,
and distributed by the due date.

Due to the increasing number of
requests for extensions of time to file
annual reports for funds of funds, the
Commission proposes to amend its

3For filing year 1998 there were more than 200
such extensions and for filing year 1999 there were
over 300 such extensions.
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regulations to make these extensions
available on a standardized basis. In
order to treat similarly situated pools
fairly and equitably, the Commission
proposes that the rules contained herein
apply whether or not a CPO was
previously granted an extension of time
to file the annual reports of funds of
funds. As detailed in the next section,
CPOs would file the initial notice,
containing specified representations, in
advance of the annual report’s due date
for the first year the extension is
claimed. In subsequent years, the
representations could be made in a
statement filed at the same time as the
pool’s Annual Report.

II. Description of the Proposed
Extension

The proposed extension provisions
would be added to existing Rule 4.22(f),
which will be reorganized and
renumbered, as discussed further below.
The salient features of the extension
provisions are proposed to be included
in Rule 4.22(f)(2) as follows.

Subparagraph (i) requires that the
pool’s first notice claiming the
extension be filed within 90 days after
the end of the pool’s fiscal year (the
normal deadline for filing the annual
report). Subparagraph (ii) requires that
the CPO identify itself and the pool for
which the request is being made.
Subparagraph (iii) requires that the CPO
indicate the date by which it intends to
file and distribute the annual report,
which date must be no more than 150
calendar days after the end of the pool’s
fiscal year (that is, a maximum
extension of 60 days). Thus, the CPO
must analyze the circumstances related
to the operation of its pool and specify
the period for which relief is needed.
Commission staff have reviewed past
requests and found that, in general, the
requested extension period ranged from
30 to 60 days. Thus, the Commission
believes that up to a 60 day extension
should be sufficient in most situations.
Subparagraph (iv) requires that the CPO
provide, as part of the notice, specified
representations demonstrating the need
for the extension. The CPO will not be
required to obtain a written statement
from the independent accountant
selected to audit the pool confirming
that information in the CPO’s notice.
The CPO will be required to name the
independent accountant who has
informed the CPO of the necessity of
that information. Subparagraph (v)
provides that, in subsequent years, the
requisite representations may be made
in a statement filed at the same time as
the annual report. Finally, subparagraph
(vi) requires that the CPO responsible

for the pool’s operation sign the notice
or statement.

III. Technical Changes to Rule 4.22(f)

The new fund of funds extension
provisions are proposed to be added as
Rule 4.22(f)(2). Existing Rule 4.22(f)
would be retained. Current subsections
4.22(f)(1), 4.22(f)(2) and 4.22(f)(3) are
proposed to be renumbered as
subsections 4.22(f)(1)(i) through (iii),
respectively.

IV. Additional Consideration Regarding
Rule 4.7 Entities

Pursuant to Commission Rule 4.7,
CPOs of pools whose participants are
limited to qualified eligible persons+
may claim exemption from certain Part
4 requirements. Among the provisions
from which the CPO may claim relief is
the requirement that the exempt pool’s
financial statements distributed to pool
participants be certified by an
independent public accountant. In the
experience of Commission staff, most
CPOs operating pools for which relief
under Rule 4.7 has been claimed
nonetheless obtain certified financial
statements to include in their annual
report. The Commission does not wish
to discourage this practice. Therefore,
CPOs may claim the relief provided in
proposed Rule 4.22(f)(2) without regard
to whether they have claimed relief
pursuant to Rule 4.7. This point is
clarified in proposed Rule 4.22(f)(2).

V. Related Matters
A. Regulatory Flexibility Act

The Regulatory Flexibility Act
(“RFA”), 5 U.S.C. 601-611 (1994),
requires that agencies, in proposing
rules, consider the impact of those rules
on small businesses. The Commission
has previously established certain
definitions of “small entities” to be used
by the Commission in evaluating the
impact of its rules on such entities in
accordance with the RFA.5 The
Commission previously has determined
that registered CPOs are not small
entities for the purpose of the RFA.6
Therefore, the Chairman, on behalf of
the Commission, hereby certifies,
pursuant to 5 U.S.C. 605(b), that the rule
amendments proposed herein, if
adopted, will not have a significant
economic impact on a substantial
number of small entities.

4 The criteria for qualified eligible persons are
contained in Rule 4.7(a), as amended effective
August 4, 2000 (65 FR 67848 (August 4, 2000)).

547 FR 18618-18621 (April 30, 1982).

647 FR 18619-18620.

B. Paperwork Reduction Act

Proposed Rule 4.22(f)(2) affects
information collection requirements. As
required by the Paperwork Reduction
Act of 1995 (44 U.S.C. 3507(d)), the
Commission has submitted a copy of
this section to the Office of Management
and Budget for its review. Collection of
Information Rules Relating to the
Operations and Activities of Commodity
Pool Operators and Commodity Trading
Advisors and to Monthly Reporting by
Futures Commission Merchants, OMB
Control Number 3038-0005.

The expected effect of the proposed
rule will be to increase the burden
previously approved by OMB for this
collection of information by 175 hours.
Specifically, the burden associated with
proposed Rule 4.22(f)(2) is expected to
be increased by 175 hours:

Estimated number of respondents
(after proposed extension): 350.

Annual responses by each
respondent: 1.

Estimated average hours per response:
0.5.

Annual reporting burden: 175.

Organizations and individuals
desiring to submit comments on the
information collection requirements
should direct them to the Office of
Information and Regulatory Affairs,
OMB, Room 10235 New Executive
Office Building, Washington, DC 20503;
Attention: Desk Officer for the
Commodity Futures Trading
Commission. The Commission
considers comments by the public on
this proposed collection of information
in—

» Evaluating whether the proposed
collection of information is necessary
for the proper performance of the
functions of the Commission, including
whether the information will have a
practical use;

» Evaluating the accuracy of the
Commission’s estimate of the burden of
the proposed collection of information,
including the validity of the
methodology and assumptions used;

¢ Enhancing the quality, usefulness,
and clarity of the information to be
collected; and

*Minimizing the burden of collection
of information on those who are to
respond, including through the use of
appropriate automated electronic,
mechanical, or other technological
collection techniques or other forms of
information technology, e.g., permitting
electronic submission of responses.

OMB is required to make a decision
concerning the collection of information
contained in these proposed regulations
between 30 and 60 days after
publication of this document in the
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Federal Register. Therefore, a comment
to OMB is best assured of having its full
effect if OMB receives it within 30 days
of publication. This does not affect the
deadline for the public to comment to
the Commission on the proposed
regulations. Copies of the information
collection submission to OMB are
available from the CFTC Clearance
Officer, 1155 21st Street N.W.,
Washington, DC 20581, (202) 418-5160.

List of Subjects in 17 CFR Part 4
Brokers, Commodity futures.

In consideration of the foregoing and
pursuant to the authority contained in
the Commodity Exchange Act and in
particular sections 2(a)(1), 41, 4m, 4n,
40, and 8a, 7 U.S.C. 2, 6], 6m, 6n, 60,
and 12(a), the Commission hereby
proposes to amend Chapter I of Title 17
of the Code of Federal Regulations as
follows:

PART 4—COMMODITY POOL
OPERATORS AND COMMODITY
TRADING ADVISORS

1. The authority citation for part 4
continues to read as follows:

Authority: 7 U.S.C. 1a, 2, 4, 6b, 6c, 61, 6m,
6n, 60, 12a, and 23.

2. Section 4.22 is amended by:

a. redesignating paragraphs (£)(1)
introductory text, (f)(1)(i), (f)(1)({i),
(H(1)(iii), and (f)(1)({v) as (£)(1)(i)
introductory text, (f)(1)(i )( ), ()HE)(B),
(H(ME)(C), and (H(1)E)(D);

. redesignating paragraphs ()(2)
introductory text, ()(2)(i), and (f)(2)(ii)
as (f)(1)(ii) introductory text, (f)(1)(ii)(A),
and (f)(1)(ii)(B);

c. redesignating paragraphs (f)(3)
introductory text, (f)(3)(i), and (f)(3)(ii)
as (f)(1)(iii) introductory text,
(H(1)(ii)(A), and (f)(1)(ii)(B); and

. adding a new paragraph (f)(2) to
read as follows:

r—\

§4.22 Reporting to pool participants.
* * * * *
* % %

(2) In the event a commodity pool
operator finds that it cannot obtain
information necessary to prepare
certified financial statements for a pool
that it operates within the time specified
in either paragraph (c) of this section or
§4.7(b)(3)(i), as a result of the pool
investing in another collective
investment vehicle, it may claim an
extension of time under the following
conditions:

(i) The commodity pool operator
must, within 90 calendar days of the
end of the pool’s fiscal year, file a notice
with National Futures Association and
the Commission, except as provided in
paragraph (f)(2)(v) of this section.

(ii) The notice must contain the name,
main business address, main telephone
number and the National Futures
Association registration identification
number of the commodity pool operator,
and name and the identification number
of the commodity pool.

(iii) The notice must state the date by
which the Annual Report will be
distributed and filed (the ‘“Extended
Date’’), which must be no more than 150
calendar days after the end of the pool’s
fiscal year. The Annual Report must be
distributed and filed by the Extended
Date.

(iv) The notice must include
representations by the commodity pool
operator that:

(A) The pool for which the Annual
Report is being prepared has
investments in one or more collective
investment vehicles (the
“Investments”);

(B) The commodity pool operator has
been informed by the certified public
accountant selected to audit the
commodity pool’s financial statements
that specified information establishing
the value of the Investments is
necessary in order for the accountant to
render an opinion on the commodity
pool’s financial statements. The notice
must include the name of the
accountant; and

(C) The information specified by the
accountant cannot be obtained in
sufficient time for the Annual Report to
be prepared, audited, and distributed
before the Extended Date.

(v) For each fiscal year following the
filing of the notice described in
paragraph (f)(2)(i) of this section, the
commodity pool operator may claim the
extension of time by filing a statement
containing the representations specified
in paragraph (f)(2)(iv) of this section, at
the same time as the pool’s annual
report.

(vi) Any notice or statement filed
pursuant to paragraph (f)(2) of this
section must be signed by the
commodity pool operator in accordance
with paragraph (h) of this section.

* * * * *

Issued in Washington, D.C. on October 31,
2000 by the Commission.

Jean A. Webb,

Secretary of the Commission.

[FR Doc. 00-28367 Filed 11-6—-00; 8:45 am]
BILLING CODE 6351-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 314
[Docket No. 0ON-1545]

Applications for FDA Approval to
Market a New Drug; Proposed Revision
of Postmarketing Reporting
Requirements

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend its regulations describing
postmarketing reporting requirements to
implement certain provisions of the
Food and Drug Administration
Modernization Act of 1997 (the
Modernization Act). The proposed
changes apply to drug products that are
life supporting, life sustaining, or
intended for use in the prevention of a
serious disease or condition and that
were not originally derived from human
tissue and replaced by a recombinant
product. The proposed rule would
implement provisions of the
Modernization Act by requiring an
applicant who is the sole manufacturer
of one of these products to notify FDA
at least 6 months before discontinuing
manufacture of the drug product.

DATES: Submit written comments by
February 5, 2001.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Comments
should be identified with the docket
number found in brackets in the
heading of this document. See the
SUPPLEMENTARY INFORMATION section for
electronic access to the guidance for
industry referred to in this proposed
rule. Submit written requests for single
copies of the guidance referred to in this
proposal to the Drug Information Branch
(HFD-210), Center for Drug Evaluation
and Research (CDER), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857; or the Office of
Communication, Training, and
Manufacturers Assistance (HFM—40),
Center for Biologics Evaluation and
Research (CBER), Food and Drug
Administration, 1401 Rockville Pike,
Rockville, MD 20852-1448, FAX 1-888—
CBERFAX or 301-827-3844. Send two
self-addressed adhesive labels to assist
the office in processing your request.
Requests should be identified with the
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docket number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT:
Andrea C. Masciale, Center for Drug
Evaluation and Research (HFD-7), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-594—
2041.

SUPPLEMENTARY INFORMATION:

I. Introduction

On November 21, 1997, President
Clinton signed into law the
Modernization Act (Public Law 105—
115). Section 131 of the Modernization
Act amends the Federal Food, Drug, and
Cosmetic Act (the act) by codifying new
section 506C (21 U.S.C. 356c¢). Section
506C of the act requires manufacturers
who are the sole manufacturers of
certain drug products to notify us (FDA)
at least 6 months before discontinuing
manufacture of the products. We may
reduce the 6-month notification period
if good cause exists for the reduction.
Under section 506C of the act, we must
provide information to the public about
the product discontinuance. The
proposed revisions to our postmarketing
reporting requirements described in this
notice are intended to implement these
new provisions of the act.

A presidential memoradum on plain
language (June 1, 1998) directs each
agency to write regulations that are
simple and easy to understand. As a
result, we prepared this proposed
regulation consistent with our plain
language initiative. Please send any
comments you have on the clarity of the
regulations to the Dockets Management
Branch (address above).

II. Section 506C of the Act

Section 506C(a) of the act requires
sole manufacturers of a drug product
that meets the following three criteria to
notify us at least 6 months before
discontinuing manufacture of the
product:

1. The product must be life
supporting, life sustaining, or intended
for use in the prevention of a
debilitating disease or condition;

2. The product must have been
approved under section 505(b) or (j) of
the act (21 U.S.C. 355(b) or (j)); and

3. The product must not have been
originally derived from human tissue
and replaced by a recombinant product.

Under section 506C(b) of the act, we
may reduce the 6-month notification
period required under section 506C(a) if
the manufacturer who seeks our
reduction of the notification period
certifies to us that good cause exists for
the reduction. Section 506C(b) of the act
provides examples of situations where
good cause exists as follows:

* A public health problem may result
from continuation of manufacturing for
the 6-month period;

* A biomaterials shortage prevents the
continuation of manufacturing for the 6-
month period;

* A liability problem may exist for the
manufacturer if the manufacturing is
continued for the 6-month period;

* Continuation of the manufacturing
for the 6-month period may cause
substantial economic hardship for the
manufacturer;

* The manufacturer has filed for
bankruptcy under chapter 7 or 11 of title
11, United States Code (11 U.S.C. 701 et
seq. and 1101 et seq.); or

» The manufacturer can stop making
the product but still distribute it to
satisfy existing market need for 6
months.

Section 506C(c) of the act requires us
to distribute, to the maximum extent
practicable, information to the public
about the discontinuation of products
described in section 506C(a).

III. Description of the Proposed Rule

A. Notification Requirements

Section 314.81(b)(3)(iii) (21 CFR
314.81(b)(3)(iii)) of our current
regulations requires all applicants to
notify us when they withdraw a drug
product from sale in the United States.
This notification must take place within
15 days of the withdrawal.

As described above, under section
506C(a) of the act, the sole manufacturer
of a drug product that meets the
following three criteria must notify us at
least 6 months before discontinuing
manufacture of the product:

1. The product must be life
supporting, life sustaining, or intended
for use in the prevention of a
debilitating disease or condition;

2. The product must have been
approved under section 505(b) or (j) of
the act; and

3. The product must not have been
originally derived from human tissue
and replaced by a recombinant product.

We are proposing to amend our
postmarketing reporting regulations in
§314.81 to implement these new
statutory requirements. Proposed
§314.81(b)(3)(iii) would state that
applicants who are sole manufacturers
of these drug products must notify us at
least 6 months before discontinuing
manufacture of the products.

Under this proposal, a life supporting
or life sustaining drug would be a drug
product that is essential to, or that
yields information that is essential to,
the restoration or continuation of a
bodily function important to the
continuation of human life. This

definition of a life sustaining or life
supporting product has been adapted
from our regulations governing medical
devices (21 CFR 860.3(e)). The Center
for Devices and Radiological Health, in
adopting the medical device
interpretation of life sustaining or life
supporting product (43 FR 32988, July
28, 1978), noted its reliance on the
legislative history of the 1976 Medical
Device Amendments to the act (Public
Law 94-295) regarding the definition
and application of the term (H. Rept.
94-1090, Medical Device Amendments,
May 6, 1976 (Committee of Conference),
. 56).
P We interpret the phrase “debilitating
disease or condition,” as stated in
section 506C(a) of the act, to mean
serious disease or condition. The use of
the phrase “serious disease or
condition” is consistent with other
regulations (e.g., Accelerated Approval
of New Drugs and Biological Products
for Serious or Life-Threatening Illnesses
(21 CFR parts 314 subpart H and 601
subpart E) (accelerated approval rule))
and policy statements (e.g., guidance for
industry, “Fast Track Drug Development
Programs—Designation, Development,
and Application Review” (October
1998) (fast track guidance)). As
discussed in the preamble to the
proposed accelerated approval rule (57
FR 13234, April 15, 1992),
determination of the seriousness of a
condition is a matter of judgment, but
generally is based on its impact on such
factors as survival, day-to-day
functioning, or the likelihood that the
disease, if left untreated, will progress
from a less severe condition to a more
serious one. The fast track guidance
elaborates on our current approach to
determining whether a disease or
condition is serious by providing
several examples of situations in which
a drug would be considered to prevent
a serious disease or condition. The fast
track guidance is available at the CDER
and CBER addresses above.

By the terms of the statute, the
requirements of section 506C of the act
are limited to products that we have
approved under the authority of section
505(b) or (j) of the act. To implement
this limitation, products we have
approved under the authority of section
351 of the Public Health Service Act (42
U.S.C. 262) would not be covered by
this proposed regulation.

To implement the last requirement of
section 506C(a) of the act, the proposed
rule specifically excludes from the
notification requirements a
manufacturer whose product was
originally derived from human tissue
and was subsequently replaced by a
recombinant product.
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B. Reduction in the Discontinuance
Notification Period

Under section 506C(b) of the act, we
may reduce the 6-month notification
period if we find good cause for the
reduction, generally as established by
manufacturer certification that good
cause exists for the reduction.

FDA is proposing § 314.91 to
implement section 506C(b) of the act.
Proposed § 314.91 would allow the
agency to reduce for good cause the 6-
month notification period required
under proposed § 314.81(b)(3)(iii)(a).
Under proposed § 314.91(b), we can
reduce the 6-month discontinuance
notification period when we find good
cause exists for the reduction. We may
find good cause exists based on
information certified by an applicant in
a written request for a reduction of the
discontinuance notification period. In
limited circumstances, we also may find
good cause exists based on information
already known to us. These
circumstances can include the
withdrawal of the drug from the market
based upon formal regulatory action
(e.g., under the procedures described 21
CFR 314.150) for the publication of a
notice of opportunity for a hearing
describing the basis for the proposed
withdrawal of a drug from the market)
or resulting from consultations between
the applicant and us. To assist a
manufacturer in requesting a reduction
in the notification period, proposed
§ 314.91(c)(1) provides a template for
certification that good cause exists.

Proposed § 314.91 repeats the
examples in section 506C of the act and
describes the information an applicant
must provide FDA to establish good
cause:

* To certify that a public health
problem may result from continuation
of manufacturing for the 6-month
period, a manufacturer would need to
describe in detail the potential threat to
the public health (proposed
§314.91(d)(1)).

* To certify that a biomaterials
shortage prevents the continuation of
manufacturing for the 6-month period,
the manufacturer would need to: (1)
Describe in detail the steps it has taken
to try to secure an adequate supply of
biomaterials to enable manufacturing
during the 6-month period, and (2)
explain why the biomaterials could not
be secured (proposed § 314.91(d)(2)).

* To certify that a liability problem
may exist for the manufacturer if the
manufacturing is continued for the 6-
month period, the manufacturer would
need to explain to the agency in detail
the potential liability problem
(proposed § 314.91(d)(3)).

* To certify that continuation of the
manufacturing for the 6-month period
may cause substantial economic
hardship for the manufacturer, the
manufacturer would need to describe in
detail the financial impact on the
company of manufacturing the drug
product for 6 more months (proposed
§314.91(d)(4)).

* To certify that the manufacturer has
filed for bankruptcy under chapter 7 or
11 of title 11, United States Code, the
manufacturer would need to send the
agency documentation of the filing or
proof that the filing occurred (proposed
§314.91(d)(5)).

* To certify that the manufacturer can
stop making the product but still
distribute it to satisfy existing market
need for 6 months, the manufacturer
would need to describe in detail its
processes: (1) To determine market need
and (2) to ensure distribution for the 6-
month period (proposed § 314.91(d)(6)).

A manufacturer may also establish
good cause by other circumstances
(proposed § 314.91(d)(7)). To certify that
other circumstances establish good
cause, the manufacturer would need to
fully explain to us the need for a
reduction in the 6-month notification
period.

In assessing a manufacturer’s
assertion that good cause exists to
warrant a reduction in the notification
period, we may consider information in
the certification and other information
already available to us.

C. Disclosure of Discontinuance
Information to the Public

As noted above, section 506C(c) of the
act states that to the maximum extent
practicable, we are to distribute
information to the public about the
discontinuation of products described
in section 506C(a).

To implement section 506C(c) of the
act, we are proposin,

§ 314.81(b)(3)(iii)(d). Under this
regulation, we would publicly disclose
a list of the drugs that will be
discontinued under the rule. The listing
of discontinued products would
include:

* The brand and generic name, the
manufacturer, and indication(s) of the
drug product;

* Whether a reduction in the
notification period was granted by the
agency under proposed § 314.91;

o If applicable, the reason(s) for a
notification period of less than 6
months; and

* Any additional information the
agency may have regarding anticipated
product availability.

The proposed rule would require this
information to be distributed through

posting on the Internet and notice in the
Federal Register (proposed
§ 314.81(b)(3)(iii)(c)).

IV. Analysis of Impacts

We have examined the impacts of the
proposed rule under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612) (as amended by
subtitle D of the Small Business
Regulatory Fairness Act of 1996 (Public
Law 104—121)), and under the
Unfunded Mandates Reform Act of 1995
(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). Under the
Regulatory Flexibility Act, if a rule may
have a significant impact on a
substantial number of small entities, an
agency must consider alternatives that
would minimize the economic impact of
the rule on small entities. Section 202(a)
of the Unfunded Mandates Reform Act
requires agencies to prepare a written
assessment 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 in any one year (adjusted
annually for inflation).

We believe that this proposed rule is
consistent with the regulatory
philosophy and principles identified in
Executive Order 12866 and in these two
statutes. As shown below, the proposed
rule will result in minimal additional
costs to industry. As a result, the
proposed rule is not significant as
defined by the Executive Order. We
have further determined, as described
below, that the proposed rule would
affect only about one manufacturing
firm per year. Therefore, the agency
certifies that the rule would not have a
significant economic impact on a
substantial number of small entities and
will not require further analysis under
the Regulatory Flexibility Act. The
Unfunded Mandates Reform Act does
not require us to prepare a statement of
costs and benefits for the proposed rule
because the proposed rule in any 1-year
expenditure would not exceed $100
million adjusted for inflation. The
current inflation-adjusted statutory
threshold is $110 million.

The proposed rule would require that
manufacturers of certain drug products
notify the agency at least 6 months
before discontinuing their manufacture.
As explained in section V of this
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document, the regulatory conditions
that trigger this requirement occur only
infrequently. Based on agency
experience, we estimate that such
circumstances would occur no more
than once per year. Moreover, the
proposed notification requirement
would impose a significant burden only
when market conditions deteriorate so
quickly that firms could not foresee the
desired action 6 months in advance.
Most pharmaceutical firms rely on
established long-term marketing plans.

For those very few instances where a
manufacturer needs to discontinue
production and could not provide 6-
months notice, the proposed rule
permits us to reduce the notification
period for good cause. Manufacturers
can request a reduced notification
period by submitting a written
certification, based on considerations
such as public health, legal liability,
biomaterial shortage, or substantial
economic hardship. A certification of
substantial economic hardship would
need to demonstrate that the reduced
notification period was necessary to
avoid substantial economic hardship to
the manufacturer.

V. Paperwork Reduction Act of 1995

Under the Paperwork Reduction Act
(44 U.S.C. 3501-3520) (the PRA),
Federal agencies must obtain approval
from the Office of Management and
Budget (OMB) for each collection of
information they conduct or sponsor.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information
before submitting the collection to OMB
for approval. To comply with this
requirement, we are publishing notice of
the proposed collection of information
set forth below.

With respect to the following
collection of information, we invite
comment on: (1) Whether the proposed
collection of information is necessary
for the proper performance of our
functions, including whether the
information will have practical utility;
(2) the accuracy of our 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 on respondents,
including through the use of automated
collection techniques, when
appropriate, and other forms of
information technology.

Title: Applications tfor FDA Approval
to Market a New Drug; Proposed

Revision of Postmarketing Reporting
Requirements

Description: The proposed rule would
implement section 506C of the act and
would require applicants who are the
sole manufacturers of certain drug or
biologic products to notify us at least 6
months before discontinuing the
manufacture of the product. For the rule
to apply, a product would need to meet
the following three criteria:

1. The product must be life
supporting, life sustaining, or intended
for use in the prevention of a
debilitating disease or condition;

2. The product must have been
approved by FDA under section 505(b)
or (j) of the act; and

3. The product must not have been
originally derived from human tissue
and replaced by a recombinant product.

The proposed rule would allow us to
reduce the 6-month notification period
if we find good cause for the reduction.
An applicant would be able to request
that we reduce the notification period
by certifying that good cause for the
reduction exists. Under the proposed
rule, we would also publicly disclose
information about the drugs that are
discontinued under the rule. Existing
regulations, which appear in 21 CFR
part 314, establish postmarketing
reporting requirements for approved
drugs. Current § 314.81(b)(3)(iii) (OMB
Control No. 0910-0001), which would
be renumbered § 314.81(b)(3)(iv) under
the proposed rule, requires an applicant
to notify us within 15 days of
withdrawing a drug product from sale.
This proposed rule would add two new
reporting requirements.

A. Notification of Discontinuance

Under the proposed rule, at least 6
months before an applicant intends to
discontinue manufacture of a product,
the applicant would need to send us
written notification of the
discontinuance. For drugs regulated by
CDER, the applicant would send
notification to the director of the
division in CDER that is responsible for
the application, with one copy to the
CDER Drug Shortage Coordinator and
one copy to CDER’s Drug Listing
Branch. For drugs regulated by CBER,
the applicant would send notification to
the Director of CBER. We would require
that the notification be sent to these
offices to ensure that our efforts
regarding the discontinuation of the
product are commenced in a timely
manner. We intend to work with
members of the industry and with the
applicant during the 6-month
notification period to ease patient
transition from the drug that will be
discontinued to alternate therapy.

B. Certification of Good Cause

We may reduce the 6-month
notification period if we find good cause
for the reduction. As described in
section 506C(b) of the act and proposed
§314.91, an applicant would be able to
establish good cause by submitting
written certification to the director of
the division in CDER that is responsible
for the application, with one copy to the
CDER Drug Shortage Coordinator and
one copy to CDER’s Drug Listing Branch
or, for drugs regulated by CBER, to the
Director of CBER, that:

¢ A public health problem may result
from continuation of manufacturing for
the 6-month period (proposed
§314.91(d)(1));

* A biomaterials shortage prevents the
continuation of manufacturing for the 6-
month period (proposed § 314.91(d)(2));

* A liability problem may exist for the
manufacturer if the manufacturing is
continued for the 6-month period
(proposed § 314.91(d)(3));

* Continuation of the manufacturing
for the 6-month period may cause
substantial economic hardship for the
manufacturer (proposed § 314.91(d)(4));

* The manufacturer has filed for
bankruptcy under chapter 7 or 11 of title
11, United States Code (proposed
§314.91(d)(5));

* The manufacturer can stop making
the product but still distribute it to
satisfy existing market need for 6
months (proposed § 314.91(d)(6)); or

¢ Other good cause exists for a
reduction in the notification period
(proposed § 314.91(d)(6)).

With each certification described
above, the applicant would need to
describe in detail the basis for the
applicant’s conclusion that such
circumstances exist. We would require
that the written certification that good
cause exists be submitted to the offices
identified above to ensure that our
efforts regarding the discontinuation
take place in a timely manner.

Description of Respondents: An
applicant who is the sole manufacturer
and who intends to discontinue
marketing of a drug product that: (1) Is
life supporting, life sustaining, or
intended for use in the prevention of a
debilitating disease or condition; (2) was
approved by FDA under section 505(b)
or (j) of the act; and (3) was not
originally derived from human tissue
and replaced by recombinant product.

Burden Estimate: Table 1 of this
document provides an estimate of the
annual reporting burden for notification
of product discontinuance and
certification of good cause under this
proposed rule.

Notification of Discontinuance: Based
on data collected from the CDER drug
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shortage coordinator, CDER review
divisions, and CBER review offices in
fiscal year (FY) 1999, one applicant
discontinued manufacture of one
product meeting the criteria of section
506C of the act. Each applicant meeting
the criteria would be required under
proposed § 314.81(b)(3)(iii) to notify the
agency of the discontinuance at least 6
months before manufacturing ceased.
Although the procedures for notifying
the agency that are set forth in the
proposed rule were not in place in FY
1999, we estimate that the number of
manufacturers who would be required
to notify us of discontinuance would
remain the same. Therefore, the number
of respondents is estimated to be one.
The total annual responses are the total
number of notifications of
discontinuance that are expected to be
submitted to CDER or CBER in a year.
In FY 1999, an applicant would have
been required to notify us of one
product discontinuance under the
proposed procedures. We estimate that
the total annual responses will remain
the same, averaging one response per
respondent. The hours per response is

the estimated number of hours that a
respondent would spend preparing the
information to be submitted with a
notification of product discontinuance,
including the time it takes to gather and
copy the statement. Based on experience
in working with applicants regarding
similar collections of information, we
estimate that approximately 2 hours on
average would be needed per response.
Therefore, we estimate that 2 hours will
be spent per year by respondents
notifying us of a product discontinuance
under these proposed regulations.
Certification of Good Cause: Based on
data collected from the CDER drug
shortage coordinator, CDER review
divisions, and CBER review offices in
FY 1999, one applicant discontinued
manufacture of one product meeting the
criteria of section 506C of the act. Each
applicant would have the opportunity
under proposed § 314.91 to request a
reduction in the 6-month notification
period by certifying to us that good
cause exists for the reduction. We do
not expect that each eligible applicant
will certify that good cause exists for a
reduction. Furthermore, the number of

applicants who would be in a position
to request a reduction is quite small.
Therefore, the number of respondents is
estimated to be one. The total annual
responses are the total number of
notifications of discontinuance that are
expected to be submitted to us in a year.
We estimate that the total annual
responses will remain small, averaging
one response per respondent. The hours
per response is the estimated number of
hours that a respondent would spend
preparing the detailed information
certifying that good cause exists for a
reduction in the notification period,
including the time it takes to gather and
copy the documents. Based on
experience in working with applicants
regarding similar collections of
information, we estimate that
approximately 16 hours on average
would be needed per response.
Therefore, we estimate that 16 hours
will be spent per year by respondents
certifying that good cause exists for a
reduction in the 6-month notification
period under proposed § 314.91.

We invite comments on this analysis
of information collection burdens.

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

Number of Re-
. No. of Total Annual Hours per
21 CFR Section sponses per Total Hours
Respondents Respondent Responses Response
Notification of discontinuance (proposed

§314.81(b)(3)(iii)) 1 1 1 2 2
Certification of good cause (proposed §314.91) 1 1 1 16 16
Total 18

1There are no capital costs or operating and maintenance costs associated with this collection.

In compliance with section 3507(d) of
the PRA (44 U.S.C. 3507(d)), we have
submitted the information collection
provisions of this proposed rule to OMB
for review. Interested persons are
requested to send comments on this
information collection by December 7,
2000, to the Office of Information and
Regulatory Affairs, OMB, New
Executive Office Bldg., 725 17th St.
NW., rm. 10235, Washington, DC 20503,
Attn: Desk Officer for FDA.

VI. Federalism

We have analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. We
have determined that the rule does not
contain policies that have substantial
direct effects on the States, on the
relationship between National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, we
have concluded that the rule does not

contain policies that have federalism
implications as defined in the order,
and, consequently, a federalism
summary impact statement is not
required.

VII. Environmental Impact

We have 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.

VIII. Request for Comments

Interested persons may submit to the
Dockets Management Branch (address
above) written comments regarding this
proposal by February 5, 2001. Two
copies of any comments 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 Dockets Management Branch
between 9 a.m. and 4 p.m., Monday
through Friday.

IX. Electronic Access

Copies of the guidance for industry
referred to in this proposed rule are
available on the Internet at http://
www.fda.gov/cder/guidance/index.htm
or http://www.fda.gov/cber/
guidelines.htm.

List of Subjects in 21 CFR Part 314

Administrative practice and
procedure, Confidential business
information, Drugs, Reporting and
recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, the Public
Health Service Act, and under authority
delegated to the Commissioner of Food
and Drugs, it is proposed that 21 CFR
part 314 be amended as follows:
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PART 314—APPLICATIONS FOR FDA
APPROVAL TO MARKET A NEW DRUG

1. The authority citation for 21 CFR
part 314 is revised to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 356, 356a, 356b, 356¢, 371, 374,
379e.

2. Section 314.81 is amended by
redesignating paragraph (b)(3)(iii) as
(b)(3)(iv); by removing from newly
redesignated paragraph (b)(3)(iv)(c) the
phrase “(b)(3)(iii)” and adding in its
place the phrase “(b)(3)(iv)”’; and by
adding new paragraph (b)(3)(iii) to read
as follows:

§314.81 Other postmarketing reports.

* * * * *

(b) * % %

(3) * Kk %

(iii) Notification of discontinuance.
(a) An applicant who is the sole
manufacturer of an approved drug
product must notify FDA in writing at
least 6 months prior to discontinuing
manufacture of the drug product if:

(1) The drug product is life
supporting, life sustaining, or intended
for use in the prevention of a serious
disease or condition; and

(2) The drug product was not
originally derived from human tissue
and replaced by a recombinant product.

(b) For drugs regulated by the Center
for Drug Evaluation and Research
(CDER), the notification required by
paragraph (b)(3)(iii)(a) of this section
must be sent to the director of the
division responsible for the application
as identified to the applicant under
§ 314.440(a)(1). The applicant must send
one copy of the notification to the Drug
Shortage Coordinator, at the address of
the Director of CDER, and one copy of
the notification to the Drug Listing
Branch. For drugs regulated by the
Center for Biologics Evaluation and
Research (CBER), the notification
required by paragraph (b)(3)(iii)(a) of
this section must be sent to the Director
of CBER.

(c) FDA will publicly disclose a list of
all drug products to be discontinued
under paragraph (b)(3)(iii)(a) of this
section. If the notification period is
reduced under § 314.91, the list will
state the reason(s) for such reduction
and the anticipated date that
manufacturing will cease.

* * * * *

3. Section 314.91 is added to read as

follows:

§314.91 Obtaining areduction in the
discontinuance notification period.

(a) What is the discontinuance
notification period? The discontinuance
notification period is the 6-month

period required under
§314.81(b)(3)(iii)(a). The
discontinuance notification period
begins when an applicant who is the
sole manufacturer of certain products
notifies FDA that it will discontinue
manufacturing the product. The
discontinuance notification period ends
when manufacturing ceases.

(b) When can FDA reduce the
discontinuance notification period?
FDA can reduce the 6-month
discontinuance notification period
when it finds good cause exists for the
reduction. FDA may find good cause
exists based on information certified by
an applicant in a request for a reduction
of the discontinuance notification
period. In limited circumstances, FDA
may find good cause exists based on
information already known to the
agency. These circumstances can
include the withdrawal of the drug from
the market based upon formal FDA
regulatory action (e.g., under the
procedures described in § 314.150 for
the publication of a notice of
opportunity for a hearing describing the
basis for the proposed withdrawal of a
drug from the market) or resulting from
the applicant’s consultations with the
agency.

(c) How can an applicant request a
reduction in the discontinuance
notification period? (1) The applicant
must certify in a written request that, in
its opinion and to the best of its
knowledge, good cause exists for the
reduction. The applicant must submit
the following certification:

The undersigned certifies that good
cause exists for a reduction in the 6-
month notification period required in
§ 314.81(b)(3)(iii)(a) for discontinuing
the manufacture of (name of the drug
product). The following circumstances
establish good cause (one or more of the
circumstances in paragraph (d) of this
section).

(2) The certification must be signed by
the applicant or the applicant’s attorney,
agent (representative), or other
authorized official. If the person signing
the certification does not reside or have
a place of business within the United
States, the certification must contain the
name and address of, and must also be
signed by, an attorney, agent, or other
authorized official who resides or
maintains a place of business within the
United States.

(3) For drugs regulated by the Center
for Drug Evaluation and Research
(CDER), the certification must be
submitted to the director of the division
that is responsible for the application as
identified to the applicant under
§ 314.440(a)(1). One copy of the
certification must be sent to the Drug

Shortage Coordinator, at the address of
the Director of CDER, and one copy of
the certification must be sent to the
Drug Listing Branch. For drugs
regulated by the Center for Biologics
Evaluation and Research (CBER), the
certification must be submitted to the
Director of CBER.

(d) What circumstances and
information can establish good cause
for a reduction in the discontinuance
notification period? (1) A public health
problem may result from continuation
of manufacturing for the 6-month
period. This certification must include a
detailed description of the potential
threat to the public health.

(2) A biomaterials shortage prevents
the continuation of the manufacturing
for the 6-month period. This
certification must include a detailed
description of the steps taken by the
applicant in an attempt to secure an
adequate supply of biomaterials to
enable manufacturing to continue for
the 6-month period and an explanation
of why the biomaterials could not be
secured.

(3) A liability problem may exist for
the manufacturer if the manufacturing is
continued for the 6-month period. This
certification must include a detailed
description of the potential liability
problem.

(4) Continuation of the manufacturing
for the 6-month period may cause
substantial economic hardship for the
manufacturer. This certification must
include a detailed description of the
financial impact of continuing to
manufacture the drug product over the
6-month period.

(5) The manufacturer has filed for
bankruptcy under chapter 7 or 11 of title
11, United States Code (11 U.S.C. 701 et
seq. and 1101 et seq.). This certification
must be accompanied by documentation
of the filing or proof that the filing
occurred.

(6) The manufacturer can continue
distribution of the drug product to
satisfy existing market need for 6
months. This certification must include
a detailed description of the
manufacturer’s processes to ensure such
distribution for the 6-month period.

(7) Other good cause exists for the
reduction. This certification must
include a detailed description of the
need for a reduction.

Dated: October 30, 2000.

Margaret M. Dotzel,

Associate Commissioner for Policy.

[FR Doc. 00-28519 Filed 11-6-00; 8:45 am]
BILLING CODE 4160-01-F



Federal Register/Vol.

65, No. 216/ Tuesday, November 7, 2000/Proposed Rules

66671

DEPARTMENT OF THE TREASURY

Financial Management Service

31 CFR Part 205

Public Meetings on Proposed
Revisions to the Regulations
Implementing the Cash Management
Improvement Act

AGENCY: Financial Management Service,
Fiscal Service, Treasury.
ACTION: Notice of public meetings.

SUMMARY: On October 12, 2000 the
Financial Management Service (FMS)
published a notice of proposed rule
making (NPRM) to revise the regulations
at 31 CFR Part 205 implementing the
Cash Management Improvement Act of
1990 (65 FR 60796). These regulations
govern the transfer of funds between the
Federal Government and States for
certain Federal assistance programs. As
a next step in the process, FMS is
holding public meetings to seek input
on all aspects of the NPRM. All parties
in attendance may give a prepared
statement and/or raise questions in the
meetings.
DATES: The public meetings will be held
on November 30, 2000 in San Francisco,
CA and on December 8, 2000 in
Washington, DC. Persons desiring to
attend must register by November 22,
2000. See supplementary information
section on how to register.
ADDRESSES: The first meeting will be
held in San Francisco at FMS’ San
Francisco Regional Financial Center,
390 Main Street, in Conference Rooms
A 7 B on the 6th Floor at 10 a.m. (PST).
The second meeting wil be held in
Washington, DC at the General Services
Administration Building, 7th and D
Streets (SW), in the GSA Auditorium at
10 a.m. (EST).
FOR FURTHER INFORMATION CONTACT.:
Oscar S. Ona, at (202) 874—6799, Martha
Thomas Mitchell, at (202) 874—-6757, or
Matt Helfrich, at (202) 874-6754.
SUPPLEMENTARY INFORMATION:

Background

The Cash Management Improvement
Act (CMIA) was enacted to create
greater efficiency and equity in the
exchange of funds between the Federal
Government and the States. Prior to the
enactment of CMIA, Federal agencies
expressed concerns that States were
drawing down funds well in advance of
the time those funds were needed by the
States. States, on the other hand,
expressed concerns about having to pay
out their own funds in advance of
receiving funds from the Federal
Government.

CMIA, which requires the heads of
executive agencies to provide for the
timely disbursement of Federal funds in
accordance with regulations prescribed
by the Secretary of the Treasury, has
three major provisions designed to
address these issues:

+ States and Federal agencies must
minimize the time between transfer of
funds from the U.S. Treasury and the
clearance of funds out of the accounts
of a State.

* The Secretary of the Treasury shall
enter into a Treasury-State Agreement
with each State which specifies the
funds transfer procedures for Federal
assistance programs.

* In general, States and the Federal
Government are respectively entitled to
interest when the other fails to make a
funds transfer in a timely fashion. States
owe the Federal Government interest for
the time Federal funds are in State
accounts before they are spent for
Federal assistance program purposes.
The Federal Government owes a State
interest if the State disburses its own
funds with obligational authority before
receiving Federal funds.

The notice of proposed rule making
(NPRM) updates the existing regulation
based upon eight years of program
implementation experience (since the
issuance of Part 205) on the part of
States, Federal program agencies, the
General Accounting Office and the
Department of the Treasury. The
concerns of all stakeholders were
considered in drafting the NPRM. The
proposed changes are:

* The NPRM raises the default dollar
thresholds that determine which
programs are subject to CMIA’s interest
provisions. This allows States to make
fewer programs subject to subpart A of
the rule, reducing the administrative
burden of tracking smaller dollar
volume programs, but retaining
coverage of the large dollar programs. A
State retains the option of retaining or
expanding program coverage by
applying a lower dollar threshold
amount.

* The NPRM makes Treasury-State
Agreements (TSAs) effective until
terminated instead of being valid for one
to five years. This provision enables
FMS and States to smooth the high-
volume renegotiation process that exists
due to 47 States sharing July 1 as the
first day of the fiscal year. By reducing
the number of renegotiations each year,
FMS and States can focus resources on
efficient CMIA implementation.

» The NPRM eliminates restrictions
on allowable funding techniques. States
and FMS can agree to any funding
technique that meets certain

requirements, including reimbursable
funding.

* The CMIA provides that a State is
entitled to interest if it disburses its own
funds for program purposes in
accordance with Federal law, Federal
regulation, or Federal-State agreement.
Some agencies require States to obtain
agency approval of certain expenditures.
Those requirements may be set forth in
a Federal law, Federal regulation, or
Federal-State Agreement. The NPRM
requests comment on the nature and
operation of agency approval
requirements that currently are in place.

* The NPRM proposes that funds
transfers requested by States and later
allowed by Federal agencies for program
reasons by subject to the interest
provisions of CMIA. Disallowed fund
transfers are not addressed by the
current CMIA regulation. The NPRM
specifically seeks comment on the
implementation of this provision.

* The NPRM incorporates previously
issued Policy Statements into the
regulation. Over the past seven years,
FMS has issued a number of Policy
Statements clarifying proper CMIA
implementation. This draft integrates
the relevant Policy Statements into the
body of the regulation. Outdated Policy
Statements have been discarded.

* The NPRM raises the refund
transaction exemption threshold to
$50,000 (from $10,000). Adequate
coverage will be maintained and the
administrative burden of tracking small
dollar amounts will be eliminated.

e The NPRM requires that all
transfers of Federal funds be conducted
in accordance with the Debt Collection
Improvement Act (DCIA) of 1996. All
Federal funds transactions must be
conducted via Electronic Funds
Transfer (EFT).

* The NPRM has been reformatted in
accordance with the Administration’s
“Plan Language”” Executive
Memorandum issued on June 1, 1998.
The regulation has been rewritten in a
manner to make it easier to understand.

How to Register: Any person desiring
to attend either of the two public
meetings must register for the meetings
by November 22, 2000. Requests to
present a prepared statement at the
public meetings should be made at the
time of registration. This request should
include the topic(s) which will be
addressed, along with a brief
description of the statement.

Any restrictions on the length of the
prepared statement will depend on the
number of requests received. The FMS
staff will acknowledge receipt of
requests to present a prepared statement
and will inform participants of the
schedule for presentation.
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Registration for both public meetings
can be completed through the Internet.
The CMIA webpage, found http://
www.fms.treas.giv/policymia, will
provide an online registration form,
allowing all interested parties to register
for either public meeting. Registration
can also be done by any of the following
means: via email by sending your
request to cmiasignup@fms.treas.gov; by
facsimile transmission to fax number
(202) 874-6965; by phone by calling
Martha Thomas Mitchell at (202) 874—
6757 or Oscar S. Ona at (202) 874—6799;
by written request sent to Martha
Thomas Mitchell-Public Meetings, Cash
Management Policy and Planning
Division, Financial Management
Service, U.S. Department of the
Treasury, Room 404F, 401 14th Street,
SW, Washington, DC 20227, or hand
delivered on business days between
9:00 a.m. and 5:00 p.m.

Please be sure to include your name
and contact phone number, which
meeting you will attend, and the
organization or agency you represent.

Requests to present a prepared
statement at either meeting should be
made at the time of registration. The
online registration form will provide a
field to specify whether you would like
to participate. The topic to be addressed
in the testimony should be disclosed, as
well as a brief description of issues
which will be discussed. Requests to
present a statement should also be
disclosed in conjunction with
registration via email, fax, mail, or
telephone. ~

Please notify Oscar S. Ona, at (202)
874-6799 by November 22, 2000 if
auxiliary aids or services are needed,
including an interpreter or handicapped
access.

Dated: November 2, 2000.

Bettsy Lane,

Assistant Commissioner, Federal Finance
Financial Management Service.

[FR Doc. 00-28579 Filed 11-6-00; 8:45 am]
BILLING CODE 4810-35-M

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 63

[FRL—6896—7]

RIN 2060-AH13

National Emission Standards for

Hazardous Air Pollutants: Municipal
Solid Waste Landfills

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

SUMMARY: This action proposes national
emission standards for hazardous air
pollutants (NESHAP) for municipal
solid waste (MSW) landfills. The
proposed rule is applicable to both
major and area landfill sources, and
contains the same requirements as the
Emission Guidelines and New Source
Performance Standards (EG/NSPS) for
MSW landfills. The proposed rule adds
startup, shutdown, and malfunction
(SSM) requirements, adds operating
condition deviations for out-of-bounds
monitoring parameters, and changes the
reporting frequency for one type of
report.

The proposed rule fulfills the
requirements of section 112(d) of the
Clean Air Act (CAA), which requires the
Administrator to regulate emissions of
hazardous air pollutants (HAP) listed in
section 112(b), and helps implement the
Urban Air Toxics Strategy developed
under section 112(k) of the CAA. The
intent of the standards is to protect the
public health by requiring new and
existing sources to control emissions of
HAP to the level reflecting the
maximum achievable control
technology (MACT). The HAP emitted
by MSW landfills include, but are not
limited to, vinyl chloride, ethyl
benzene, toluene, and benzene. Each of
the HAP emitted from MSW landfills
can cause adverse health effects
provided sufficient exposure. For
example, vinyl chloride can adversely
affect the central nervous system and
has been shown to increase the risk of
liver cancer in humans, while benzene
is known to cause leukemia in humans.
DATES: Comments. Submit comments on
or before January 8, 2001.

Public Hearing: If anyone contacts the
EPA requesting to speak at a public
hearing by November 27, 2000, a public
hearing will be held on December 7,
2000.

ADDRESSES: Comments. Written
comments should be submitted (in
duplicate, if possible) to: Air and
Radiation Docket and Information
Center (6102), Attention Docket No. A—
98-28, U.S. Environmental Protection
Agency, 1200 Pennsylvania Avenue,
NW, Washington, DC 20460. The EPA
requests a separate copy also be sent to
the contact person listed below (see FOR
FURTHER INFORMATION CONTACT).

Public Hearing. If a public hearing is
held, it will begin at 10:00 a.m. and will
be held at EPA’s Office of
Administration Auditorium in Research
Triangle Park, North Carolina, or an
alternate site nearby.

Docket. Docket No. A—98-28 for this
proposal and associated Docket No. A—
88-09 contain supporting information

used in developing the standards. These
dockets are located at the U.S. EPA, 401
M Street SW, Washington, DC 20460, in
Room M-1500, Waterside Mall (ground
floor, central mall), and may be
inspected from 8:30 a.m. to 5:30 p.m.,
Monday through Friday, excluding legal
holidays.

FOR FURTHER INFORMATION CONTACT: Ms.
Michele Laur, Waste and Chemical
Processes Group, Emission Standards
Division (MD-13), Office of Air Quality
Planning and Standards, U.S. EPA,
Research Triangle Park, NC 27711,
telephone number (919) 541-5256,
facsimile number (919) 541-0246,
electronic mail (e-mail) address
laur.michele@epa.gov.

SUPPLEMENTARY INFORMATION:
Comments. Comments and data may be
submitted by e-mail to: a-and-1-
docket@epa.gov. Electronic comments
must be submitted as an ASCII file to
avoid the use of special characters and
encryption problems and will also be
accepted on disks in WordPerfect™
version 5.1, 6.1 or Corel 8 file format.
All comments and data submitted in
electronic form must note the docket
number: Docket No. A-98—28. No
confidential business information (CBI)
should be submitted by e-mail.
Electronic comments may be filed
online at many Federal Depository
Libraries.

Commenters wishing to submit
proprietary information for
consideration must clearly distinguish
such information from other comments
and clearly label it “Confidential
Business Information”. Send
submissions containing such
proprietary information directly to the
following address, and not to the public
docket, to ensure that proprietary
information is not inadvertently placed
in the docket: Attention: Ms. Michele
Laur, ¢/o OAQPS Document Control
Officer (Room 740B), U.S. EPA, 411 W,
Chapel Hill Street, Durham, NC 27701.
Do not submit CBI electronically.

The EPA will disclose information
identified as “Confidential Business
Information” only to the extent allowed
and by the procedures set forth in 40
CFR part 2. If no claim of confidentiality
accompanies a submission when it is
received by the EPA, the information
may be made available to the public
without further notice to the
commenter.

Public Hearing. Persons interested in
presenting oral testimony or inquiring
as to whether a hearing is to be held
should contact JoLynn Collins, Waste
and Chemical Processes Group,
Emission Standard Division (MD-13),
U.S. EPA, Research Triangle Park, NC
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27711, telephone (919) 541-5671, at
least 2 days in advance of the public
hearing. The public hearing will provide
interested parties the opportunity to
present data, views, or arguments
concerning these proposed emission
standards.

Docket. The docket is an organized
and complete file of all the information
considered by the EPA in the
development of this action. The docket
is a dynamic file because material is
added throughout the rulemaking
process. The docketing system is
intended to allow members of the public
and industries involved to readily

identify and locate documents so that
they can effectively participate in the
rulemaking process. Along with the
proposed and promulgated standards
and their preambles, the contents of the
docket will serve as the record in the
case of judicial review. (See section
307(d)(7)(A) of the CAA.) The regulatory
text and other materials related to this
action are available for review in the
docket or copies may be mailed on
request from the Air Docket by calling
(202) 260-7548. A reasonable fee may
be charged for copying docket materials.

World Wide Web (WWW). In addition
to being available in the docket, an

electronic copy of this action is also
available on the WWW through the
Technology Transfer Network (TTN).
Following signature, a copy of this
action will be posted on the TTN’s
policy and guidance page for newly
proposed or promulgated rules http://
www.epa.gov/ttn/oarpg. The TTN
provides information and technology
exchange in various areas of air
pollution control. If more information
regarding the TTN is needed, call the
TTN HELP line at (919) 541-5384.

Regulated Entities. Categories and
entities potentially regulated by this
action:

Category NC%IdC;S SIC code Examples of potentially regulated entities
Industry: Air and water resource and solid waste man- 924110 9511 | Solid waste landfills.
agement.
Industry: Refuse systems—solid waste landfills 562212 4953 | Solid waste landfills.
State, local, and Tribal government agencies .................. 562212 4953 | Solid waste landfills; Air and water resource and solid
924110 waste management.

This table is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
regulated by this action. To determine
whether your facility is regulated by this
action, you should carefully examine
the applicability criteria in §§63.1935
and 63.1940 of proposed subpart
AAAA. If you have any questions
regarding the applicability of this action
to a particular entity, contact the person
listed in the preceding FOR FURTHER
INFORMATION CONTACT section.

Outline

The information presented in the
preamble is organized as follows:

L. Introduction and Background Information

A. What is the source of authority for
development of NESHAP?

B. What criteria are used in the
development of NESHAP?

C. What are the health effects associated
with municipal solid waste landfills?

II. Summary of the Proposed Rule

A. What source categories are affected by
this proposed rule?

B. What are the primary sources of
emissions and what are the emissions?

C. What is the affected source?

D. What would the proposed rule require?

E. When would I have to begin complying
with the proposed rule?

F. Are new and existing sources defined
differently for purposes of the proposed
rule than for the EG/NSPS and what is
the effect of this difference?

G. How must I demonstrate compliance?

I1I. Rationale for the Proposed Rule

A. How did EPA select the affected source?

B. How did EPA determine the basis and
level of the proposed rule for existing
and new major sources?

C. How did EPA determine the standard for
area sources?

D. Why is NMOC used as a surrogate for
HAP?

E. How did EPA select the format of the
standard?

F. How did EPA determine the
requirements of the proposed rule?

G. What is the basis for the startup,
shutdown, and malfunction, and
monitoring and reporting requirements?

H. How did EPA determine compliance
dates?

I. What are some of the special issues
affecting MSW landfills?

IV. Summary of the Environmental, Energy,
and Economic Impacts
V. Administrative Requirements

A. Executive Order 12866—Regulatory
Planning and Review

B. Executive Order 13132—Federalism

C. Executive Order 13084—Consultation
and Coordination with Indian Tribal
Governments

D. Executive Order 13045—Protection of
Children from Environmental Health
Risks and Safety Risks

E. Unfunded Mandates Reform Act

F. Regulatory Flexibility Act (RFA), as
amended by the Small Business
Regulatory Enforcement Fairness Act of
1996 (SBREFA), 5 U.S.C. 601 et seq.

G. Paperwork Reduction Act

H. National Technology Transfer and
Advancement Act

Abbreviations and Acronyms Used in
This Document

ASCII—American Standard Code for
Information Interchange

CAA—Clean Air Act

CBI—Confidential Business Information

CEMS—continuous emissions monitoring
systems

CFR—Code of Federal Regulations

CMS—continuous monitoring system

EPA—Environmental Protection Agency

EG—emission guidelines

FR—Federal Register

GACT—generally available control
technology

HAP—hazardous air pollutants

ICR—Information Collection Request

kg/year—kilograms per year

m3—cubic meters

MACT—maximum achievable control
technology

mg/dscm—milligrams per dry standard cubic
meter

mg/m3—milligrams per cubic meter

Mg/year—megagrams per year

MSW—municipal solid waste

NAICS—North American Industrial
Classification System

NESHAP—national emission standards for
hazardous air pollutants

ng/dscm—nanograms per dry standard cubic
meter

NMOC—nonmethane organic compounds

NSPS—new source performance standards

NTTAA—National Technology Transfer and
Advancement Act

OAQPS—Office of Air Quality Planning and
Standards

OMB—Office of Management and Budget

OP—Office of Policy

PCS—petroleum contaminated soils

PMACT—presumptive maximum achievable
control technology

ppmv—oparts per million by volume

Pub. L.—Public Law

RCRA—Resource Conservation and Recovery
Act

RFA—Regulatory Flexibility Act

SBREFA—Small Business Regulatory
Enforcement Fairness Act

SIC—Standard Industrial Classification

SSM—startup, shutdown, and malfunction

TTN—Technology Transfer Network

UMRA—Unfunded Mandates Reform Act

U.S.C.—United States Code

VOC—volatile organic compounds
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I. Introduction and Background
Information

The proposed subpart AAAA is based
on the emission guidelines and new
source performance standards in 40 CFR
part 60, subparts Cc and WWW, with
some additional requirements, and
further ensures the reduction of HAP
emissions from MSW landfills. The
additional requirements above and
beyond the EG/NSPS are provisions for
a SSM plan with the associated records
and reports, reporting of operating
condition deviations for out-of-range
monitoring parameters, and one type of
annual report required by the EG/NSPS
is required to be submitted every 6
months instead of once a year.

A. What Is the Source of Authority for
Development of NESHAP?

Under section 112(d) of the CAA, we
are required to regulate major sources of
the 188 HAP listed in section 112(b). On
July 16, 1992, we published a list of
industrial source categories, which
included MSW landfills, that emit one
or more of these HAP. We must
promulgate standards for the control of
emissions of HAP from both new and
existing major source MSW landfills.
For “major” source MSW landfills
(those that emit 10 tons per year (tpy)
or more of a listed pollutant or 25 tpy
or more of a combination of pollutants),
the CAA requires us to develop
standards that require the application of
MACT.

Under section 112(k) of the CAA, EPA
developed a strategy to control
emissions of HAP from area sources in
urban areas, identifying 33 HAP that
present the greatest threat to public
health in the largest number of urban
areas as the result of emissions from
area sources. Municipal solid waste
landfills were listed as one of the 29
area source categories on July 19, 1999
because 13 of the listed HAP are emitted
from MSW landfills (64 FR 38706).

B. What Criteria Are Used in the
Development of NESHAP?

The CAA requires NESHAP to reflect
the maximum degree of reduction in
emissions of HAP that is achievable for
new and existing major sources. This
level of control is commonly referred to
as the MACT.

The MACT floor is the minimum
control level allowed for NESHAP and
is defined under section 112(d)(3) of the
CAA. In essence, the MACT floor
ensures that all major hazardous air
pollutant emission sources achieve the
level of control already achieved by the
better-controlled and lower-emitting
sources in each category. For new

sources, the MACT floor cannot be less
stringent than the emission control that
is achieved in practice by the best-
controlled similar source. The standards
for existing sources can be less stringent
than standards for new sources, but they
cannot be less stringent than the average
emission limitation achieved by the
best-performing 12 percent of existing
sources (or the best-performing 5
sources for categories or subcategories
with fewer than 30 sources).

In developing MACT, we also
consider control options that are more
stringent than the floor. We may
establish standards more stringent than
the floor based on the consideration of
cost, nonair quality health and
environmental impacts, and energy
requirements.

Finally, the CAA allows NESHAP to
reflect an alternative standard for area
sources. The alternative standard
provides for the use of generally
available control technologies (GACT)
or management practices to reduce
emissions of HAP.

C. What Are the Health Effects
Associated With Municipal Solid Waste
Landfills?

The proposed rule ensures reductions
of emissions of nearly 30 HAP
including, but not limited to, vinyl
chloride, ethyl benzene, toluene, and
benzene. The degree of adverse effects
to human health from exposure to these
HAP can range from mild to severe. The
extent and degree to which the human
health effects may be experienced are
dependent upon the ambient
concentration observed in the area (as
influenced by emission rates,
meteorological conditions, and terrain);
the frequency of and duration of
exposures; characteristics of exposed
individuals (genetics, age, preexisting
health conditions, and lifestyle), which
vary significantly with the population;
and pollutant-specific characteristics
(toxicity, half-life in the environment,
bioaccumulation, and persistence).

Vinyl Chloride. Acute (short-term)
exposure to high levels of vinyl chloride
in air has resulted in central nervous
system (CNS) effects, such as dizziness,
drowsiness, and headaches in humans.
Chronic (long-term) exposure to vinyl
chloride through inhalation and oral
exposure in humans has resulted in
liver damage. There are human and
animal studies showing adverse effects
which raise a concern about potential
reproductive and developmental
hazards to humans from exposure to
vinyl chloride. Cancer is a major
concern from exposure to vinyl chloride
via inhalation. Vinyl chloride exposure
has been shown to increase the risk of

a rare form of liver cancer in humans.
The EPA has classified vinyl chloride as
a Group A, known human carcinogen.

Ethyl Benzene. Acute exposure to
ethyl benzene in humans results in
respiratory effects, such as throat
irritation and chest constriction,
irritation of the eyes, and neurological
effects such as dizziness. Chronic
exposure to ethyl benzene by inhalation
in humans has shown conflicting results
regarding its effects on the blood.
Animal studies have reported effects on
the blood, liver, and kidneys from
chronic inhalation exposure to ethyl
benzene. No information is available on
the developmental or reproductive
effects of ethyl benzene in humans, but
animal studies have reported
developmental effects, including birth
defects in animals exposed via
inhalation. The EPA has classified ethyl
benzene in Group D, not classifiable as
to human carcinogenicity.

Toluene. Acute inhalation of toluene
by humans may cause effects to the
CNS, such as fatigue, sleepiness,
headache, and nausea, as well as
irregular heartbeat. Repeated exposure
to high concentrations may induce loss
of coordination, tremors, decreased
brain size, involuntary eye movements,
and impaired speech, hearing, and
vision. Chronic inhalation exposure of
humans to lower levels of toluene also
causes irritation of the upper respiratory
tract, eye irritation, sore throat, nausea,
dizziness, headaches, and difficulty
with sleep. Studies of children of
pregnant women exposed by inhalation
to toluene or to mixed solvents have
reported CNS problems, facial and limb
abnormalities, and delayed
development. In addition, inhalation of
toluene during pregnancy may increase
the risk of spontaneous abortion. The
EPA has developed a reference
concentration of 0.4 milligrams per
cubic meter for toluene. Inhalation of
this concentration or less over a lifetime
would be unlikely to result in adverse
noncancer effects. No data exist that
suggest toluene is carcinogenic. The
EPA has classified toluene in Group D,
not classifiable as to human
carcinogenicity.

Benzene. Acute inhalation exposure
of humans to benzene may cause
drowsiness, dizziness, headaches, as
well as eye, skin, and respiratory tract
irritation, and, at high levels,
unconsciousness. Chronic inhalation
exposure has caused various disorders
in the blood, including reduced
numbers of red blood cells and aplastic
anemia, in occupational settings.
Reproductive effects have been reported
for women exposed by inhalation to
high levels, and adverse effects on the
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developing fetus have been observed in
animal tests. Increased incidence of
leukemia (cancer of the tissues that form
white blood cells) has been observed in
humans occupationally exposed to
benzene. The EPA has classified
benzene as a Group A, known human
carcinogen.

The proposed rule reduces
nonhazardous air pollutant volatile
organic compound (VOC) emissions as
well. Emissions of VOC have been
associated with a variety of health and
welfare impacts. Volatile organic
compound emissions, together with
nitrogen oxides, are precursors to the
formation of tropospheric ozone, or
smog. Exposure to ambient ozone is
responsible for a series of public health
impacts, such as alterations in lung
capacity; eye, nose, and throat irritation;
nausea; and aggravation of existing
respiratory disease. Ozone exposure can
also damage forests and crops.

II. Summary of the Proposed Rule

The proposed rule contains the same
requirements as the EG/NSPS, plus SSM
definition and reporting of deviations
for out-of-range monitoring parameters.
Also, the proposed rule requires
compliance reporting every 6 months
while the EG/NSPS requires annual
reporting.

A. What Source Categories Are Affected
by This Proposed Rule?

The proposed rule applies to all MSW
landfills that are major sources or are
co-located with a major source, and
some landfills that are area sources.
However, most requirements are
proposed to take effect when landfills
emit equal to or greater than 50
megagrams per year (Mg/year)
nonmethane organic compounds
(NMOC) and have a design capacity
equal to or greater than 2.5 million Mg
and 2.5 million cubic meters (m3).

We estimate that all MSW landfills
that are major sources of HAP have a
design capacity equal to or greater than
2.5 million Mg and 2.5 million m3 and
emit or will emit 50 Mg/yr or greater of
NMOC. Therefore the requirements of
the proposed rule would apply to all
MSW landfill major sources. Several
MSW landfill area sources would also
be subject to the requirements of these
proposed standards.

B. What Are the Primary Sources of
Emissions and What Are the Emissions?

The majority of emissions of HAP at
MSW landfills come from the natural
anaerobic (without air) decomposition
of municipal solid waste. Typical
municipal solid waste contains
household and commercial rubbish,

paints, solvents, pesticides, and
adhesives, which contain numerous
organic compounds. During the
decomposition process, landfill gas is
generated. This gas is primarily
composed of methane and carbon
dioxide. The organic compounds in the
decomposing waste are stripped from
the waste by these gases and transported
to the surface, or the organic
compounds travel underground to other
locations prior to their release.

A second but significantly lesser
source of emissions of HAP comes from
the collection, storage and treatment of
landfill leachate. Landfill leachate is a
liquid generated during the waste
decomposition process. This liquid
contains a much smaller concentration
of the same HAP contained in landfill
gas. During collection, storage and
treatment, small amounts of HAP may
volatilize to the air or may come in
contact with groundwater.

Regardless of the emission pathway, it
is the decomposition of organic-
containing solid waste that is the source
of the HAP. Landfills have been
identified as the source of nearly 30
HAP, including but not limited to
toluene, ethyl benzene, vinyl chloride
and benzene. Estimated uncontrolled
emissions from all landfills can be as
high as 36,000 tpy.

C. What Is the Affected Source?

The affected source is the entire
municipal solid waste landfill in a
contiguous geographical space where
household waste is placed in or on the
land and consists of one or more cells
that are under common ownership or
control. The facility may receive
household waste as well as other types
of Resource Conservation and Recovery
Act (RCRA) Subtitle D waste. The
affected source may also include
equipment for the collection and control
of landfill gas or leachate.

D. What Would the Proposed Rule
Require?

This proposed rule does not apply to
landfills with a design capacity less
than 2.5 million Mg or 2.5 million m3
or that emit less than 50 Mg/yr of
NMOC; these landfills continue to
remain subject to the provisions of the
EG/NSPS as applicable. Landfills with a
design capacity of greater than or equal
to 2.5 million Mg and 2.5 million m3
and that emit at least 50 Mg/yr NMOC
also would continue to be subject to the
EG/NSPS as applicable, but there are
additional requirements in this
proposed rule that would apply. Listed
below are the requirements of the
proposed rule that are beyond the EG/
NSPS requirements.

You would be required to meet the
SSM requirements that are listed in the
general provisions to 40 CFR part 63.
You would develop and implement a
written SSM plan that describes, in
detail, the procedures for operating and
maintaining the collection and control
system and the continuous monitoring
system (CMS) during periods of startup,
shutdown, and malfunction
(§63.6(e)(3)). There are also
recordkeeping and reporting
requirements for SSM incidents.

The proposed rule would also require
you to operate the control device within
the operating parameter boundaries as
described in § 60.758(c)(1) and to
continuously monitor control device
operating parameters. Compliance with
the operating limits is demonstrated
when monitoring data show that the gas
control devices are operating within the
established operating parameter range.
Compliance also occurs when data
quality is sufficient to constitute a valid
hour of data in a 3-hour block period.

For the proposed rule, deviations
occur when a source’s 3-hour average
falls outside the established boundaries.
A deviation also occurs when more than
1 hour in a 3-hour average is considered
invalid. Monitoring data are insufficient
to calculate a valid hourly average if
measured values are unavailable for
more than one 15-minute period within
the hour. If such a deviation occurs,
then the source may be in violation of
operating conditions (that is, in
violation of proper operation and
maintenance of a control device).
However, consistent with §§63.6(e) and
63.7(e)(1), deviations that occur during
a period of startup, shutdown, or
malfunction are not violations if you
demonstrate to the Administrator’s
satisfaction that you were operating in
accordance with the SSM plan. The
Administrator will determine whether
deviations that occur during a period of
startup, shutdown, or malfunction are
violations, according to the provisions
in §63.6(e). (It should be noted that the
EG/NSPS limits the duration of startup,
shutdown or malfunction. See
§60.755(e).)

With one exception, the proposed rule
will also require you to submit the
reports that are specified in 40 CFR part
60, subpart WWW, or in the Federal
plan, the EPA-approved State plan, or
the Tribal plan that implements 40 CFR
part 60 subpart Cc, whichever is
applicable. As an exception, the report
required in § 60.757(f) would be
submitted every 6 months rather than
annually. This report pertains to the
value and duration that control devices
were operating in out-of-bounds
conditions, the duration of periods
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when the landfill gas stream was
diverted from the control device(s), the
location of areas that exceed the 500
parts per million methane concentration
limit, and the dates of installation and
location of each added well or
collection system expansion.

E. When Would I Have To Begin
Complying With the Proposed Rule?

If your landfill is a new affected
source, you would need to comply with
the proposed rule by [the effective date
of the final rule] or at the time you begin
operating, whichever occurs last. If your
landfill is an existing affected source,
you would need to comply with the
proposed rule by 1 year after [the
effective date of the final rule]. The
compliance dates and time line for the
EG/NSPS are unaffected by this
proposed rule. It is important to note
that to be in compliance with the
proposed rule, you must follow the
requirements of the EG/NSPS, and you
must comply with the additional
requirements included in proposed
subpart AAAA.

F. Are New and Existing Sources
Defined Differently for Purposes of the
Proposed Rule Than for the EG/NSPS
and What Is the Effect of This
Difference?

Yes, there is a difference. For the
proposed rule, a new affected source is
one that commenced construction or
reconstruction (defined in 40 CFR part
63, subpart A) after November 7, 2000.
An existing affected source is any
affected source that is not a new source,
that is, any source that commenced
construction on or before November 7,
2000 and accepted waste at anytime
since November 8, 1987.

For purposes of the NSPS, a new
source is each MSW landfill for which
construction, modification, or
reconstruction commenced on or after
May 30, 1991. For purposes of the EG,
an existing source is any MSW landfill
that is not a new source and has
accepted waste since November 8, 1987.

Because regulatory impacts can vary
based on these different definitions, it is
important for sources to know how they
are defined and the regulatory
implications for each rule that applies to
them. The regulatory implications of
new versus existing source
determination for sources affected by
the EG/NSPS are well understood,
unaffected by this proposed rule, and,
thus, will not be discussed further here.
The regulatory implications of new
versus existing source determination for
sources affected by this proposed rule
are limited to compliance timing. While
new sources must comply with the

proposed subpart by the publication
date of the final rule or at the time they
begin operating, existing sources must
comply with the proposed subpart
within 1 year of the publication of the
final rule.

G. How Must I Demonstrate
Compliance?

You must demonstrate compliance by
meeting the requirements in the EG/
NSPS and by maintaining monitoring
parameters within acceptable ranges. In
addition, you must submit reports every
6 months which must include any
notifications of deviations from the
monitoring parameter values. You must
develop and implement a written SSM
plan according to the provisions in
§63.6(e)(3). If you take action during a
SSM event, you must keep records for
that SSM event which demonstrate that
you followed the procedures specified
in the SSM plan. You must submit a
report every 6 months if the action is
consistent with the SSM plan. However,
if the action is not consistent with the
SSM plan, you must notify EPA within
2 days of the SSM event and must
follow up with a letter within 7 days of
the event (§63.10(d)(5)(ii)).

III. Rationale for the Proposed Rule

A. How Did EPA Select the Affected
Source?

Selection of the affected source
defines the boundary of the unit to
which the proposed rule applies. This
definition is used in combination with
the term “reconstruction”, defined in
§63.2, to determine when an “existing
source’’ becomes a ‘‘new source’’.

The affected source can be narrowly
or broadly defined. If narrowly defined,
identification as a new source may
occur sooner. By contrast, identification
may be delayed or never occur if the
affected source is broadly defined.

A change to new source status can
result in the application of more
stringent control requirements or a
shorter time to comply. Since the
reconstruction of an existing source may
result in greater emissions of HAP, it
may be desirable to require greater or
earlier control.

During the development of the
proposed rule, we considered the
impact of a narrow and broad affected
source definition. This evaluation took
into consideration the nature of the
source category, noting that landfills do
not reconstruct in the same sense as
defined in §63.2. In addition, we noted
that this proposal requires the same
level of control for new and existing
sources. Based on this evaluation, we

decided to broadly define the affected

source.

B. How Did EPA Determine the Basis
and Level of the Proposed Rule for
Existing and New Major Sources?

To determine the basis and level of
control for existing and new major
sources, we gathered readily available
data on the physical, operational, and
emission characteristics of landfills. In
addition, we made site visits to 20
landfills in seven States to further
characterize the source and the control
technologies in use. From these data, we
developed a database for MSW landfills.

1. How Did EPA Determine the MACT
Floor?

To determine the MACT floor for
existing sources, we used collected data
to estimate emissions, determine major
and area source status, and identify
controls currently in use at landfills. We
determined the source status for 9,539
landfills based on maximum
uncontrolled emission estimates from
landfill gas. We estimated 1,140
facilities are, or will be, major sources
of HAP.

Similarly, we used maximum NMOC
emission estimates and landfill capacity
data to determine the number of
landfills subject to the landfill gas
collection and control requirements of
the EG/NSPS. We identified 1,312
facilities subject to the EG/NSPS level of
control. We determined that the 1,140
major sources are a subset of the EG/
NSPS facilities. Since substantially
greater than 12 percent of the existing
major sources apply this level of
control, we determined that the MACT
floor for existing sources is the EG/
NSPS level of control.

To determine the MACT floor for new
sources, we tried to locate information
identifying gas control technologies that
are more effective than the controls
required by the EG/NSPS. We were
unable to locate any information
identifying any landfill gas emissions
control technologies that are more
effective in reducing HAP emissions
than the controls required under the EG/
NSPS for MSW landfills. Because no
better controls are available, the EG/
NSPS is the emission control achieved
in practice by the best controlled similar
source and, therefore, is also the MACT
floor for new sources.

The EG/NSPS do not address
emissions from landfill wastewater.
Landfill wastewater emissions were
evaluated for the proposed rule because
emissions of HAP are possible at any
point in a landfill wastewater collection,
storage, and treatment system that is
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open to the atmosphere. However, we
have found no information on the
prevalence or effectiveness of any
practices that may reduce air emissions
from wastewater collection and
treatment at landfills. As a result, we
have been unable to identify a MACT
floor for landfill wastewater emission
points.

Limited data are available to
characterize the potential emissions of
HAP from landfill wastewater. However,
the available data indicate that volatile
concentrations of HAP in landfill
wastewater are low. We developed
emission estimates for HAP using
several worst case assumptions, such as
assuming that all HAP from landfill
wastewater would volatilize and be
released to the atmosphere, and using
median reported HAP concentrations
and maximum estimates of all
wastewater produced at landfills. Even
with these conservative assumptions,
we estimate that total nationwide
emissions from wastewater operations at
all of the landfills in the United States
are no more than 57 tpy of HAP. We
expect that this estimate is high for the
reasons stated. When considering that
there are more than 10,000 landfills in
the United States, the amount of HAP
released from any one landfill’s
wastewater operations would be very
small. We estimate that emissions from
landfill wastewater represent no more
than 0.4 percent of the combined
landfill gas-wastewater emissions.

Metal HAP, including mercury, may
be emitted from landfills and would not
be controlled by the EG/NSPS control
technologies. No controls for emissions
of metal HAP have been demonstrated
for landfill gas or landfill gas
combustion technologies. Therefore, the
MACT floor for metal HAP is no control.

2. How Did EPA Consider Beyond-the-
Floor Options?

The EG/NSPS requirements for
landfill gas collection and emissions
reductions are the best available control
for landfill gas. Therefore, there were no
options to consider that were more
stringent than the MACT floor for
landfill gas control. The gas collection
system required by the EG/NSPS
(described in § 60.753) is designed to
capture as much landfill gas as possible
and requires several parameters to be
monitored to ensure this, including
pressure, nitrogen or oxygen
concentration, temperature, and surface
methane concentration. There are no
data indicating that collection systems
are in use that are more effective than
those required by the EG/NSPS.

Similarly, there are no known
technologies that can regularly achieve

reduction efficiencies greater than those
specified in the EG/NSPS. The EG/NSPS
regulations require 98 percent reduction
efficiency for NMOC, or a maximum
outlet concentration of 20 parts per
million by volume (ppmv) if an
enclosed combustion device is used.
These reduction efficiencies can be
regularly achieved by several types of
control technologies with proper
operation.

Because there are no collection and
control technologies more stringent than
the EG/NSPS, MACT for both existing
and new sources is the same as the
MACT floor, that is the control level of
the EG/NSPS.

We have been unable to identify a
MACT floor for landfill wastewater
because we have not found information
on the prevalence of any practices that
may reduce air emissions from
wastewater collection and treatment.
Therefore, we were unable to consider
control options, and we propose that the
MACT not include any control
requirements or emission limits for
these operations. As previously stated,
emissions from landfill wastewater are
expected to be minimal, no more than
0.4 percent of all landfill emissions.

The EG/NSPS do not require control
of emissions of metal HAP, and no
capture devices or controls for metals
have been demonstrated for landfill gas
or for landfill gas combustion
technologies. For this reason, the MACT
floor and the MACT for control of metal
HAP at new and existing major source
landfills are no control, and no other
options were considered.

C. How Did EPA Determine the
Standard for Area Sources?

The CAA requires control of area
sources listed pursuant to section
112(c). Under section 112(k), we must
consider regulation of any listed area
source category and ultimately regulate
enough such categories to account for 90
percent of the aggregate emissions of the
identified HAP. We are proposing to
regulate some area source landfills, but
do not believe that all area source
landfills warrant regulation to meet the
requirements of section 112(k).

Area sources may be controlled using
MACT or GACT. To determine control
requirements for area sources, we
reviewed the area sources and their
emissions profile and are proposing to
apply GACT to these sources. For MSW
area source landfills that are 2.5 million
Mg and 2.5 million m3 or greater in
design capacity, and that emit 50 Mg per
year or more of NMOC (or
approximately 5.9 Mg of HAP per year),
EPA has selected GACT to be the same
as MACT. The EG/NSPS already cover

these sources, so requiring GACT does
not impose additional control burdens
on these sources. Additionally, as
discussed in the previous section, there
are no control options more stringent
than those required by the EG/NSPS.
For MSW landfills smaller than 2.5
million Mg or 2.5 million m3, or that
emit less than 50 Mg per year of NMOC,
this proposal requires no control for
area sources. These landfills are costly
to control, and they emit relatively little
HAP. During the development of the
EG/NSPS, we also made a decision not
to control these smaller landfills. As
discussed in the preamble to the EG/
NSPS (61 FR 9916), the design capacity
exemption of 2.5 million Mg or 2.5
million m? excludes those landfills that
can least afford the cost of landfill gas
collection and control systems, for
example, small businesses and,
particularly, municipalities.
Furthermore, the analysis for the EG/
NSPS found that a more stringent design
capacity exemption level would
increase the number of landfills
required to apply control, while only
achieving an additional 25 percent
NMOC emissions reduction. The
emission rate cutoff of 50 Mg per year
of NMOGC, in conjunction with the
design capacity exemption, required
control of less than 5 percent of all
landfills (at the time of EG/NSPS
promulgation), but reduced NMOC
emissions by approximately 53 percent.
Other reasons for exempting the
smaller area source landfills from
control requirements exist. For example,
many existing area source MSW
landfills are closed (82 percent were
closed as of January 1999). Landfill
emissions are at their highest level
within the year right after closure and
then begin to decrease steadily. Thus,
landfills are a unique emissions source,
because they have naturally diminishing
emissions over time. It makes little
sense to require expensive controls for
small, closed area source landfills when
their emissions are low and will
decrease over time. As emissions
decrease, there would be a dramatic
decrease in the average cost
effectiveness per Mg of NMOC
reduction achieved through control of
small, closed area source landfills.
Most new landfills will be much
larger than the design capacity cutoff of
2.5 million Mg and 2.5 million m3.
Economies-of-scale make it cheaper to
operate larger facilities, thus
encouraging companies and
municipalities to build ever larger
landfills that receive waste from larger
areas. Whereas waste was previously
moved not much farther than 15 miles
from point-of-origin to the landfill, it
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now moves an average of 45 miles, and
the trend is increasing. The effect of this
will be to ensure that future facilities
will be very large to be cost competitive.

D. Why Is NMOC Used As a Surrogate
for HAP?

The proposed rule would require the
collection and control of landfill gas,
which is the same pollutant regulated
by the EG/NSPS. By volume, landfill gas
is approximately 50 percent methane,
50 percent carbon dioxide, and less than
1 percent of many different NMOC.
Nonmethane organic compounds
include VOC, HAP, and odorous
compounds. Therefore, by collecting
and controlling landfill gas, HAP
emitted by landfills are collected and
controlled. To reduce the burden and
complexity of measuring and
monitoring the various HAP, NMOC is
specified as a surrogate in the proposed
rule for determining the applicability of
collection and control of HAP
emissions. Nonmethane organic
compounds are an appropriate surrogate
for HAP because all HAP are contained
in the NMOC portion of landfill gas.
Also, landfill owners and operators are
already required to estimate NMOC
under the EG/NSPS. It is not necessary
to increase the burden by requiring
specific HAP measurements.

E. How Did EPA Select the Format of the
Standard?

Section 112(d) of the CAA requires
that emission standards for control of
HAP be prescribed unless, in the
judgement of the Administrator, it is not
feasible to prescribe or enforce emission
standards. Section 112(h) identifies two
conditions under which it is not
considered feasible to prescribe or
enforce emission standards: (1) If the
HAP cannot be emitted through a
conveyance designed and constructed to
emit or capture such pollutant, or (2) if
the application of measurement
methodology to a particular class of
sources is not practicable due to
technological and economic limitation.
If it is not feasible to prescribe or
enforce emission standards, then the
Administrator may instead promulgate
design, equipment, work practice, and
operational standards, or a combination
of these.

We concluded that the format used in
the EG/NSPS was appropriate for the
proposed rule for this source category
for the same reasons the format was
selected for the EG/NSPS. An emission
standard is not appropriate for gas
collection system design because it is
not feasible to measure gas generated
versus gas collected at a landfill, and
then to determine what performance a

collection system is achieving.
Monitoring of surface concentration
alone will not demonstrate the fraction
of gas that is collected, nor will it
determine whether the system is
designed and performing optimally.
However, monitoring surface
concentrations will indicate when cover
maintenance and well adjustments
should be made, as well as when
additional wells should be added to the
collection system. Surface monitoring
also provides a safeguard against
uncertainties in determining the area of
influence of the wells.

Because an emission standard is not
feasible for gas collection, a design and
operational standard was set under the
EG/NSPS for gas collection systems. The
specifications for active collection
systems do not give prescriptive design
specifications, but they do present
criteria on which to base a collection
system design plan. The EG/NSPS set an
emission standard for the control
devices because once gas is collected,
the destruction efficiency of a control
device can be established.

F. How Did EPA Determine the
Requirements of the Proposed Rule?

To determine the requirements of the
proposed rule, the EPA compared the
two statutory authorities that regulate
landfills. Landfills are already regulated
in the EG/NSPS under authority of
section 111 of the CAA. The proposed
rule would regulate landfills as required
under section 112. We compared the
requirements of section 112, which
requires regulations to control HAP, to
the requirements of section 111, which
regulates the emissions of landfill gas
pursuant to the EG/NSPS. We
determined that there are no better
controls than the collection and control
system required by the EG/NSPS.
Therefore, the proposed rule
incorporates the control requirements of
the EG/NSPS as MACT. The next step
was to determine if the rules
promulgated under section 111 met all
the section 112 rule requirements.

We compared the general provisions
developed for regulations under these
two CAA sections. The essential
differences between the section 111
general provisions and the section 112
general provisions are the SSM
provisions, continuous parameter
monitoring data being a measure of
compliance with the operating
conditions, and reporting of deviations
every 6 months as opposed to annual
reporting. Therefore, the proposed rule
contains the provisions of the EG/NSPS,
plus the provisions discussed above
from section 112.

G. What Is the Basis for the Startup,
Shutdown, and Malfunction and
Monitoring and Reporting
Requirements?

In the proposed rule, we have
included the recordkeeping
requirements in the 40 CFR part 63
general provisions (59 FR 12408, March
16, 1994) requiring operators to develop
a plan for how gas collection and
control systems would be operated
during SSM events, and how
malfunctioning gas collection and
control systems would be repaired. We
believe that it is appropriate to require
compliance on a continual basis for
sources that emit HAP. We require a
SSM plan because deviations occur
during SSM events, that is, air pollution
is emitted in quantities greater than
anticipated by the applicable standards.
The plan is a means to minimize the
emissions to the extent possible.

Deviations from the requirements of
the standards are typically direct
indications of noncompliance with the
emission standards, and, therefore, are
directly enforceable. Therefore, an
owner or operator must demonstrate
that the SSM plan was followed during
an SSM event that has caused the
deviation to certify compliance with the
emission standards.

You must keep records of all periods
of SSM events of gas collection and
control equipment and all
measurements taken during these
periods. This approach is consistent
with the requirement that control
systems be operated at all times, but it
allows special situations to occur, such
as unpredicted and reasonably
unavoidable failures of air pollution
control systems, when it is technically
impossible to properly operate these
systems.

Rules developed under section 112 of
the CAA typically include monitoring
strategies that incorporate the concepts
of enhanced monitoring that were
established in section 114(a)(3) of the
CAA. This approach is designed to
ensure that monitoring procedures
developed for section 112 standards
provide data that can be used to
determine compliance with applicable
standards, including emission
standards.

For the proposed rule, continuous
emissions monitoring systems (CEMS)
are not appropriate. We considered use
of CEM but found them to be infeasible
due to the lack of CEM technology for
landfill sources regulated by the
proposed rule. Therefore, we
established operating parameters that
must be continuously monitored to
determine a facility’s compliance status.
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To determine compliance status,
parameters must be monitored with a
frequency that will allow the source
owner or operator to certify whether
compliance is continuous or
intermittent for each recordkeeping
period associated with the applicable
emission limitation or standard. For the
proposed rule, control device operating
parameters will be directly enforceable
and will be used to determine a source’s
compliance status.

H. How Did EPA Determine Compliance
Dates?

The compliance date for existing
sources is required by section 112(i)(3)
of the CAAtobe as “* * *
expeditiously as practicable, but in no
event later than 3 years after the
effective date * * *.” We are proposing
a compliance date of 1 year after
publication of the final rule for existing
sources. One year was chosen because
much of the effort required to comply
with the proposed rule is already taken
into account under compliance with the
EG/NSPS. The only additional
requirement under the proposed rule
will be for a source to prepare a SSM
plan and prepare to submit reports
every 6 months rather than annually
under the EG/NSPS. We consider 1 year
sufficient time to make these
adjustments. Also, the additional
requirements do not go into effect until
a landfill has met the collection control
applicability criteria of the EG/NSPS
(design capacity of equal to or greater
than 2.5 million Mg and 2.5 million m3
and emit equal to or greater than 50 Mg/
yr of NMOC). This may result in certain
sources having additional time to
prepare for compliance with the
proposed rule.

The compliance date for new sources
must be the effective date of the final
rule as required by section 112(i)(1) of
the CAA. Section 112(d)(10) provides
that regulations promulgated under
section 112(d) are effective upon
publication. However, although a new
source must be in compliance by the
effective date of the final rule, a majority
of the provisions of the proposed rule
will only apply to landfills with a
design capacity of equal to or greater
than 2.5 million Mg and 2.5 million m3,
and will not take effect until a source
emits equal to or greater than 50 Mg/
year of NMOC, and is required to install
controls under the EG/NSPS.

Because of the large number of
landfills, the nature of landfills history,
and the fact that emissions steadily
decrease after closure, we determined
that an applicability date was needed to
make the proposed rule manageable.
November 8, 1987 was chosen as that

date for the reasons outlined in the
preamble of the proposed EG/NSPS (56
FR 24468, May 30, 1991).

I. What Are Some of the Special Issues
Affecting MSW Landfills?

1. Petroleum Contaminated Soil

The majority of emissions of HAP at
MSW landfills come from the
biodegradation of the municipal solid
waste in the landfill in the form of
landfill gas emissions. However, some
landfills may also emit HAP from
volatilization of HAP contained in their
surface covers if they use petroleum
contaminated soils (PCS) as cover
material.

Available information indicates
several States allow the use of PCS as
daily cover, but we do not know how
many landfills actually use PCS. Also,
most States impose some level of
restriction on the use of PCS, such as
limiting concentration of total
petroleum hydrocarbons allowed in the
soil, but those restrictions appear to be
based on water quality concerns and
vary by State, or sometimes on a case-
by-case basis within a State.

Additionally, it appears that PCS used
at landfills may be declining. It appears
that most PCS used at landfills are
obtained from the excavation and
remediation of underground storage
tanks. Available information indicates
that the number of underground storage
tanks that are being excavated for
removal is declining and that, in many
instances, States are simply allowing the
excavated soil to be returned to the
excavation site. Therefore, we believe
that the amount of PCS available for use
as cover material at landfills is
declining. Finally, little is known about
control of air emissions from PCS in use
at landfills, but available information
indicates that there is little or no
control. An important consideration in
this matter is one of overall emissions.
Again, evidence indicates that the
majority of air emissions from PCS may
occur during excavation, storage, and
transport prior to entering the
boundaries of a landfill for use as cover
material.

We are soliciting comment about the
use of PCS at MSW landfills.
Specifically, we are interested in any
information regarding the amount of
PCS used and the number of landfills
using them, as well as levels of
contamination (in terms of total
petroleum hydrocarbon concentrations
or total benzene, toluene, ethyl benzene,
and xylene). On the basis of our current
information on emissions and controls
for landfilling PCS, we do not consider
this a landfill issue. We plan to evaluate

PCS in the context of a future MACT
standard for site remediation activities.

2. Mercury Emissions From Landfills

We are also seeking information with
respect to mercury emissions from
landfills. Municipal solid waste
landfills receive refuse that contains
mercury in organic and inorganic forms.
Common wastes that contain mercury
that are routinely disposed of in
landfills include thermometers,
batteries, light switches, thermostats,
and fluorescent lights. Mercury has been
identified as one of the many HAP
present in landfill gas. Furthermore,
mercury has been identified in
emissions from the working face of
landfills, that is, it is emitted from waste
being deposited at the surface of the
landfill prior to burial. Mercury
emissions have also been measured in
trucks transporting waste to landfills
and in waste transfer containers, such as
dumpsters and curbside waste carts.
Thus, it is clear that mercury is emitted
from MSW prior to the waste entering
landfills.

Insufficient data are available to us to
adequately characterize the
concentrations of mercury in landfill
gas, the emissions of mercury in fugitive
landfill gas, and in residuals from
landfill gas combustion devices.
Although we have concluded that the
MACT floor for mercury control is no
control, we are interested in
characterizing mercury in landfill gas
because of its bioaccumulative capacity
and known health effects. We
specifically request comment or data on
mercury concentrations in landfill gas,
mercury emissions from fugitive landfill
gas, and from landfill gas control
devices.

3. Bioreactor Operation of Landfills

Conventional MSW landfills currently
practice “dry tomb” operations. Dry
tomb operations means the infiltration
of liquids into the solid waste stream is
minimized. This can be accomplished
by placement of bottom and side liners
and by placement of a low permeability
final cap over the waste. In addition,
some sites install and operate systems to
remove leachate produced during the
natural biodegradation process. The
rationale for using this method was
minimization of groundwater
contamination. The method also
resulted in a slower biodegradation
process and reduced landfill gas.

A newer concept, bioreactor
operation, is gaining interest in the solid
waste industry. In contrast to
conventional landfilling, bioreactor
operation attempts to maximize liquid
infiltration of the solid waste stream by
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leachate recirculation and in some cases
by the introduction of other liquids.
Bioreactor landfill operations can take
one of two forms, aerobic or anaerobic,
each with its own potential benefits and
risks. In general, the rationale for using
either or both of these methods is the
potential achievement of improved
environmental and economic benefits
such as:

* More rapid biodegradation and
earlier stabilization of waste;

» Extended use of current sites and
reduced need for new sites;

e Improved quality of leachate and
reduced risk of groundwater
contamination; and

» Earlier and more rapid generation of
landfill gas resulting in more
economical energy recovery.

While we agree that some
environmental benefits may result from
either or both forms of bioreactor
operation at landfills, we are concerned
about the potential impact on public
health and the environment.

The operation of a landfill as an
aerobic bioreactor requires the injection
of air along with the addition of liquids.
This operation may result in the rapid
decomposition of waste, the generation
of large quantities of gases such as
carbon dioxide, and increased internal
landfill temperature. During this type of
operation, there is potential for fugitive
emissions of VOC and HAP unless
aggressive steps are taken to collect and
control these emissions. In addition, the
combination of air in the waste stream
and increased internal landfill
temperature could increase the potential
for a landfill fire. Once started, landfill
fires are difficult to extinguish and
potentially lead to increased release of
dioxin/furan emissions from the
combustion of municipal solid waste.
Active prevention of landfill fires may
need to include frequent monitoring of
landfill temperatures, as well as the
development of a contingency plan
should a fire occur. If the potential for
a fire is great enough, it may be
inappropriate to allow aerobic
bioreactor operation.

The operation of a landfill as an
anaerobic bioreactor may result in
generation of landfill gas, including
methane, sooner after waste deposition
and at a more rapid rate than with
conventional landfilling. Current solid
waste Federal rules, 40 CFR part 60,
subparts Cc and WWW, do not require
the collection and control of landfill gas
unless the site is 2.5 million Mg in size
and has estimated NMOC emissions of
50 Mg per year or more. The NMOC
emissions estimate is based on a
methane generation rate, k, derived from
conventional landfilling data. The use of

this “k’”” value may not be appropriate
under bioreactor landfill operations
since the methane generation rate is
expected to be much greater under these
conditions. A value greater than the
current regulatory value, 0.05 per year,
may be more appropriate. In addition,
sites currently required to control
landfill gas need not control it until the
waste is 2 years old in closed cells or
cells at final grade, or 5 years old in
active cells. The timing of gas collection
and control was based on conventional
landfilling practices. This timing may
not be appropriate under anaerobic
bioreactor operations. To prevent
increased emissions, it may be more
appropriate to delay liquid addition
until a final cap is in place or until gas
collection and control has begun,
regardless of the age of the waste in
active or closed cells.

There are little data available on full
scale anaerobic bioreactor landfill
operations and even less data on aerobic
bioreactor landfill operations. In
addition, a great deal of uncertainty
exists regarding the health and
environmental impacts associated with
each form of bioreactor operation.
Current solid waste Federal rules may
not adequately address the health and
environmental impacts associated with
either form of bioreactor operation.
Therefore, EPA requests comment on
amending the NSPS to require the
application of collection and control
systems to aerobic bioreactor cells, and
require the use of a higher “k” value for
anaerobic bioreactor cells which could
result in the installation and operation
of collection and control systems sooner
after waste deposition in these cells.

IV. Summary of Environmental, Energy,
and Economic Impacts

We foresee minimal economic
impacts to major sources because all of
these landfills are currently required to
comply with the EG/NSPS. The
proposed rule would only impose a
requirement to prepare a SSM plan, the
recordkeeping and reporting
requirements for SSM events, and
semiannual reports instead of annual
reports. The expected annual cost to
affected major source landfills is only
$1,700 (1998 dollars), which represents
less than 0.001 percent of the tipping
fees collected by an average sized
landfill. For more information on the
economic impacts of the proposed
standards, refer to the economic impact
analysis in the docket.

We also foresee no environmental,
energy, or economic impacts for
collection and control of landfill gas to
area source landfills. As with major
source landfills, all area source landfills

subject to the proposed rule are already
required to implement the EG/NSPS.
Area source landfills that are too small
to trigger the EG/NSPS applicability are
not subject to control under the
proposed standards and, therefore, will
not incur impacts.

The additional requirements for the
SSM plan and the semiannual report are
projected to affect approximately 1,309
MSW landfills in the first year. The
estimated average annual burden for
industry for the first 3 years after
promulgation of the final rule would be
39,276 person-hours annually. There
will be $13,128 of operation and
maintenance costs associated with
monitoring or recordkeeping during the
first 3 years.

It is possible that a source exists that
is major but is not subject to the
collection and control requirements of
the EG/NSPS. This could occur if a
landfill does not meet the EG/NSPS
collection and control applicability
criteria, and the contribution of
emissions of HAP from collocated
operations causes the full source to emit
at major source levels. We do not have
any data to indicate that this situation
exists, and we believe that this situation
is unlikely to occur. Therefore, no
impacts were assessed for this category
of facilities.

V. Administrative Requirements

A. Executive Order 12866, Regulatory
Planning and Review

Under Executive Order 12866 (58 FR
51735, October 4, 1993), the EPA must
determine whether the regulatory action
is “significant”, and therefore, subject to
review by the Office of Management and
Budget (OMB) and the requirements of
the Executive Order. The Executive
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
obligations 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.

Pursuant to the terms of Executive
Order 12866, it has been determined
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that the proposed rule is not a
“significant regulatory action” because
it will not have an annual effect on the
economy of $100 million or more and it
does not impose any additional control
requirements above the 1996 EG/NSPS.
The EPA considered the 1996 EG/NSPS
to be “significant”” because the 1996 EG/
NSPS were expected to have an annual
effect on the economy in excess of $100
million. The EPA submitted the 1996
EG/NSPS to OMB for review (61 FR
9905, March 12, 1996). However, the
proposed rule is projected to have no
significant impact above the 1996 EG/
NSPS. Consequently, the proposed rule
is not submitted to OMB for review
under Executive Order 12866.

B. Executive Order 13132, Federalism

Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999), requires EPA to develop an
accountable process to ensure
“meaningful and timely input by State
and local officials in the development of
regulatory policies that have federalism
implications”. “Policies that have
federalism implications” are defined in
the Executive Order to include
regulations that 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”. Under
Executive Order 13132, EPA may not
issue a regulation that has federalism
implications, that imposes substantial
direct compliance costs, and that is not
required by statute, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by State and local
governments, or EPA consults with
State and local officials early in the
process of developing the proposed
regulation. The EPA also may not issue
a regulation that has federalism
implications and that preempts State
law unless the EPA consults with State
and local officials early in the process
of developing the proposed regulation.

If EPA complies by consulting,
Executive Order 13132 requires EPA to
provide to the OMB, in a separately
identified section of the preamble to the
rule, a federalism summary impact
statement. The federalism summary
impact statement must include a
description of the extent of EPA’s prior
consultation with State and local
officials, a summary of the nature of
their concerns and the EPA’s position
supporting the need to issue the
regulation, and a statement of the extent
to which the concerns of State and local
officials have been met. Also, when EPA
transmits a draft final rule with

federalism implications to OMB for
review pursuant to Executive Order
12866, EPA must include a certification
from its federalism official stating that
EPA has met the requirements of
Executive Order 13132 in a meaningful
and timely manner.

The proposed rule for MSW landfills
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, as
specified in Executive Order 13132. The
EPA has concluded that the proposed
rule may create a mandate on a number
of city and county governments, and the
Federal government would not provide
the funds necessary to pay the direct
costs incurred by these city and county
governments in complying with the
mandate. However, the proposed rule
does not impose any additional control
costs or result in any additional control
requirements above those considered
during promulgation of the 1996 EG/
NSPS. In developing the 1996 EG/NSPS,
EPA consulted extensively with State
and local governments to enable them to
provide meaningful and timely input in
the development of that rulemaking.
Because the control requirements of the
proposed rule are substantially the same
as those developed in 1996, these
previous consultations still apply. For a
discussion of EPA’s consultations with
State and local governments, the nature
of the governments’ concerns, and
EPA’s position supporting the need for
the specific control requirements
included in both the EG/NSPS and the
proposed rule, see the preamble to the
1996 EG/NSPS (60 FR 9918, March 12,
1996). Thus, the requirements of section
6 of the Executive Order do not apply
to the proposed rule.

C. 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 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”.

The proposed rule does not
significantly or uniquely affect the
communities of Indian tribal
governments. Accordingly, the
requirements of section 3(b) of
Executive Order 13084 do not apply to
the proposed rule.

D. Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks

Executive Order 13045 (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,
EPA 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 EPA.

The EPA interprets Executive Order
13045 as applying only to those
regulatory actions that are based on
health or safety risks, such that the
analysis required under section 5-501 of
the Executive Order has the potential to
influence the regulation.

The proposed rule is not subject to
Executive Order 13045 because it is not
economically significant as defined in
Executive Order 12866, and because it
is based on technology performance and
not on health and safety risks.
Furthermore, as no alternative
technologies exist that would provide
greater stringency at a reasonable cost,
the results of any children’s health
analysis would have no impact on the
stringency decision.

E. Unfunded Mandates Reform Act of
1995

Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA), Public
Law 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,
the EPA generally must prepare a
written statement, including a cost-
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benefit analysis, for proposed and final
rules with “Federal mandates” that may
result in expenditures by State, local,
and tribal governments, in aggregate, or
by the private sector, of $100 million or
more in any 1 year. Before promulgating
an EPA rule for which a written
statement is needed, section 205 of the
UMRA generally requires the 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 objectives
of the rule. The provisions of section
205 do not apply when they are
inconsistent with applicable law.
Moreover, section 205 allows the EPA to
adopt an alternative other than the least-
costly, most cost-effective, or least-
burdensome alternative if the
Administrator publishes with the final
rule an explanation why that alternative
was not adopted. Before the 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 agency plan. The plan must
provide for notifying potentially
affected small governments, enabling
officials of affected small governments
to have meaningful and timely input in
the development of EPA regulatory
proposals with significant Federal
intergovernmental mandates, and
informing, educating, and advising
small governments on compliance with
the regulatory requirements.

The EPA has determined that the
proposed rule does not contain a
Federal mandate that may result in
expenditures of $100 million or more
for State, local, and tribal governments,
in the aggregate, or the private sector in
any 1 year. The maximum total annual
cost of the proposed rule for any year
has been estimated to be less than $2.2
million. Thus, the proposed rule is not
subject to the requirements of section
202 and 205 of the UMRA. In addition,
the EPA has determined that the
proposed rule contains no regulatory
requirements that might significantly or
uniquely affect small governments
because the burden is small and the
regulation does not unfairly apply to
small government. Therefore, the
proposed rule is not subject to the
requirements of section 203 of the
URMA.

F. Regulatory Flexibility Act (RFA), as
Amended by the Small Business
Regulatory Enforcement Fairness Act of
1996 (SBREFA), 5 U.S.C. 601 et seq.

The RFA generally requires an agency
to prepare a regulatory flexibility

analysis of any rule subject to notice
and comment rulemaking requirements
under the Administrative Procedures
Act or any other statute unless the
agency certified that the rule will not
have a significant impact or a
substantial number of small entities.
Small entities include small businesses,
small organizations, and small
governmental jurisdictions.

For purposes of assessing the impact
of the proposed rule, small entities are
defined as: (1) A small business that is
primarily engaged in the collection and
disposal of refuse in a landfill operation
as defined by SIC codes 4953 and 5911
with annual receipts less than 6 million
dollars; (2) a small governmental
jurisdiction that is a government of a
city, county, town, school district, or
special district with a population of less
than 50,000, and (3) a small
organization that is any not-for-profit
enterprise which is independently
owned and operated and is not
dominant in its field.

After considering the economic
impacts of the proposed rule for MSW
landfills on small entities, we certify
that this action will not have a
significant economic impact on a
substantial number of small entities. We
have determined that small entities will
experience little impact since this
proposed rule will rely on the
requirements specified in 40 CFR part
60, subparts Cc and WWW. Additional
requirements for the proposed rule are
limited to a slight increase in the
reporting frequency of some reports and
the development of a SSM plan. This
increase in requirements leads to an
increase in annual costs to each affected
landfill of only $1,700 (1998 dollars), an
increase of less than 0.001 percent of the
tipping fees taken in by a landfill of
average size nationally. Hence, the
estimated impacts to small
communities, organizations, and firms
from the proposed rule should be
insignificant. For more information on
the economic impacts of the proposed
rule, refer to the economic impact
analysis in the docket.

Although the proposed rule for MSW
landfills will not have a significant
economic impact on a substantial
number of small entities, EPA
nonetheless has tried to reduce the
impact of this proposed rule on small
entities. To that end, we have evaluated
the operational practices, collection
systems and control systems required by
40 CFR part 60, subparts Cc and WWW,
for co-control environmental benefits.
Since the requirements in 40 CFR part
60, subparts Cc and WWW, adequately
address the emissions of HAP while
controlling landfill gas, we are using

these same requirements with only a
slight increase in reporting activity/
frequency for this rulemaking. In
addition to the reduction effort, we have
performed a number of outreach
activities to interact with small entities
during the development of the proposed
rule. We have held formal stakeholder
meetings. We have presented rule
related information at national
conferences sponsored by the trade
organizations for these entities, and we
requested the establishment of an
electronic link between the
International City/County Management
Association website and our rule
development website. Through the
efforts discussed above, small entities
have been engaged in the development
of the proposed rule. We continue to be
interested in the potential impacts of the
proposed rule on small entities and
welcome comments or issues related to
such impacts.

G. Paperwork Reduction Act

An Information Collection Request
(ICR) document has been prepared for
the proposed rule by EPA (ICR No.
1938.01) and submitted to OMB for
approval under the Paperwork
Reduction Act, 44 U.S.C. 3501 et seq. A
copy may be obtained from Sandy
Farmer by mail at the Office of
Environmental Information, Collection
Strategies Division, U.S. Environmental
Protection Agency (2822), 1200
Pennsylvania Avenue, NW, Washington,
DC 20460, by e-mail at
farmer.sandy@epa.gov or by calling
(202) 260-2740. A copy may also be
downloaded off the Internet at http://
www.epa.gov/icr.

Comments are requested on the EPA’s
need for this information, the accuracy
of the provided burden estimates, and
any suggested methods for minimizing
respondent burden, including through
the use of automated collection
techniques. Send comments on the ICR
to the Director, Office of Environmental
Information, Collection Strategies
Division, U.S. Environmental Protection
Agency (2137), 1200 Pennsylvania
Avenue, NW, Washington, DC 20460,
and to the Office of Information and
Regulatory Affairs, OMB, 725 17th
Street, NW, Washington, DC 20503,
marked “Attention: Desk Officer for
EPA (ICR Tracking No. 1938.01)”".
Include the ICR number in any
correspondence. Since OMB is required
to make a decision concerning the ICR
between 30 and 60 days after November
7, 2000, a comment to OMB is best
assured of having its full effect if OMB
receives it by December 7, 2000. The
final rule will respond to any OMB or
public comments on the information
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collection requirements contained in the
proposed rule.

The information would be used by the
EPA to ensure that the requirements for
the proposed rule are implemented
properly and are complied with on a
continuous basis. Records and reports
are necessary to enable EPA to identify
MSW landfills that may not be in
compliance with this standard. Based
on reported information, EPA would
decide which landfills should be
inspected and what records or processes
should be inspected. The records that
owners or operators of MSW landfills
maintain would indicate to EPA
whether personnel are operating and
maintaining control equipment
properly.

The proposed rule is projected to
affect approximately 1,309 MSW
landfills in the first year. The estimated
average annual burden for industry for
the first 3 years after promulgation of
the proposed rule would be 39,276
person-hours annually. There will be
$13,128 of operation and maintenance
costs associated with monitoring or
recordkeeping during the first 3 years.
The estimated average annual burden,
over the first 3 years, for the
implementing agency would be 21,105
hours with a cost of $843,150 (including
travel expenses) per year.

Burden means total time, effort, or
financial resources expended by persons
to generate, maintain, retain, or disclose
or provide information to or for a
Federal agency. This includes the time
needed to review instructions; develop,
acquire, install, and utilize technology
and systems for the purposes of
collecting, validating, and verifying
information, processing and
maintaining information, and disclosing
and providing information; adjust the
existing ways to comply with any
previously applicable instructions and
requirements; train personnel to be able
to respond to a collection of
information; search data sources;
complete and review the collection of
information; and transmit or otherwise
disclose the information.

An agency 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 OMB control
numbers for EPA’s regulations are listed
in 40 CFR part 9 and 48 CFR chapter 15.

H. National Technology Transfer and
Advancement Act

Under section 12(d) of the National
Technology Transfer and Advancement
Act (NTTAA) of 1995 (Public Law No.
104—113), all Federal agencies are
required to use voluntary consensus

standards (VCS) in their regulatory and
procurement 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,
business practices) developed or
adopted by one or more voluntary
consensus bodies. The NTTAA requires
Federal agencies such as EPA to provide
Congress, through annual reports to the
OMB, with explanations when an
agency does not use available and
applicable VCS.

The proposed rule references 40 CFR
part 60, subpart WWW-—Standards of
Performance for Municipal Solid Waste
Landfills. Since there are no new
standard requirements in the proposed
rule, and there are no new technical
standard requirements resulting from
specifying subpart WWW in this
proposal, EPA is not proposing/
adopting any VCS in the proposed rule.

The EPA takes comment on proposed
compliance demonstration requirements
in the proposed rule and specifically
invites the public to identify
potentially-applicable VCS.
Commenters should also explain why
the proposed rule should adopt these
VCS in lieu of EPA’s standards.
Emission test methods and performance
specifications submitted for evaluation
should be accompanied with a basis for
the recommendation, including method
validation data and the procedure used
to validate the candidate method (if
method other than Method 301, 40 CFR
part 63, appendix A was used).

List of Subjects in 40 CFR Part 63

Environmental protection,
Administrative practice and procedure,
Air pollution control, Hazardous
substances, Intergovernmental relations.

Dated: October 31, 2000.

Carol M. Browner,
Administrator.

For the reasons cited in the preamble,
title 40, chapter I, part 63 of the Code
of Federal Regulations is proposed to be
amended as follows:

PART 63—[AMENDED]

1. The authority citation for part 63
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
2. Part 63 is proposed to be amended

by adding a new subpart AAAA to read
as follows:

Subpart AAAA—National Emission
Standards for Hazardous Air
Pollutants: Municipal Solid Waste
Landfills

Sec.

What This Subpart Covers

63.1930 What is the purpose of this
subpart?

63.1935 Am I subject to this subpart?

63.1940 What parts of my facility does this
subpart cover?

63.1945 When do I have to comply with
this subpart?

63.1950 When am I no longer required to
comply with this subpart?

Standards
63.1955 What requirements must I meet?

General and Continuing Compliance

Requirements

63.1960 How is compliance determined?

63.1965 What is a deviation?

63.1970 Are there any deviations that are
not considered out of compliance?

63.1975 How do I calculate the 3-hour
block average used to demonstrate
compliance?

Notifications, Reports and Records

63.1980 What records and reports must I
keep and submit?

Other Requirements and Information
63.1985 Who enforces this subpart?

63.1990 What definitions apply to this
subpart?

Tables

Table 1 of subpart AAAA—Part 63
General Provisions
Applicable Paragraphs

What This Subpart Covers

§63.1930 What is the purpose of this
subpart?

This subpart establishes national
emission standards for hazardous air
pollutants (NESHAP) for existing and
new municipal solid waste (MSW)
landfills. This subpart requires all
landfills to meet the requirements of 40
CFR part 60, subpart Cc or WWW. This
subpart also requires landfills to meet
the startup, shutdown, and malfunction
(SSM) requirements of the general
provisions of this part and provides that
compliance with the operating
conditions are demonstrated by
parameter monitoring results that are
within the specified ranges. It also
includes additional reporting
requirements.

§63.1935 Am | subject to this subpart?

Yes, if you own or operate a MSW
landfill that is a major source, is co-
located with a major source, or is an
area source that meets the design
capacity and control criteria specified in
the 40 CFR Part 60 new source
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performance standards (NSPS), you
must collect and control landfill gas
according to the requirements specified
in the NSPS. In addition, each area
source subject to this subpart is required
to obtain a title V permit. Finally, most
of the requirements of this subpart will
not take effect until your landfill emits
equal to or greater than 50 Mg/yr NMOC
and has a design capacity equal to or
greater than 2.5 million Mg and 2.5
million m3.

§63.1940 What parts of my facility does
this subpart cover?

(a) The affected source for this subpart
is each new or existing MSW landfill
that has accepted waste at anytime since
November 8, 1987, or has additional
design capacity available for future
waste deposition.

(b) An affected source is a new source
if you commenced construction or
reconstruction after November 7, 2000.
An affected source is reconstructed if
you meet the criteria as defined in
§63.2.

(c) An affected source is existing if it
is not new.

§63.1945 When do | have to comply with
this subpart?

(a) If your landfill is a new affected
source, you must comply with this
subpart by [DATE OF PUBLICATION
OF FINAL RULE] or at the time you
begin operating, whichever occurs last.

(b) If your landfill is an existing
affected source, you must comply with
the standards by [DATE ONE YEAR
AFTER PUBLICATION OF THE FINAL
RULE].

§63.1950 When am | no longer required to
comply with this subpart?

You are no longer required to comply
with the requirements of this subpart
when you are no longer required to
apply controls as specified in
§60.752(b)(2)(v) of 40 CFR part 60,
subpart WWW, or the Federal plan or
EPA-approved and effective State plan
or Tribal plan that implements 40 CFR
part 60, subpart Cc, whichever is
applicable.

Standards

§63.1955 What requirements must | meet?

(a) You must fulfill one of the
requirements in paragraph (a)(1) or (2)
of this section, whichever is applicable:

(1) Comply with the requirements of
40 CFR part 60, subpart WWW.

(2) Comply with the requirements of
the Federal plan or EPA-approved and
effective State plan or Tribal plan that
implements 40 CFR part 60, subpart Cc.

(b) If you are required by
§60.752(b)(2) of 40 CFR part 60, subpart

WWW, the Federal plan, EPA approved
State or Tribal plan, to install a
collection and control system, you must
comply with the general provisions
specified in Table 1 of this subpart.

General and Continuing Compliance
Requirements

§63.1960 How is compliance determined?

Compliance is determined in the same
way it is determined for 40 CFR part 60,
subpart WWW, including performance
testing, monitoring of the collection
system, and continuous parameter
monitoring. In addition, continuous
parameter monitoring data, collected
under § 60.756(b)(1), (c)(1), and (d), of
40 CFR part 60, are used to demonstrate
compliance with the operating
conditions for control systems. If a
deviation occurs, you have failed to
meet the control device operating
conditions described in this subpart and
have deviated from the requirements of
this subpart. Finally, you must develop
and implement a written SSM plan
according to the provisions in
§63.6(e)(3). A copy of the SSM plan
must be maintained on site. Failure to
write, implement, or maintain a copy of
the SSM plan is a deviation from the
requirements of this subpart.

§63.1965 What is a deviation?

(a) A deviation occurs when the
control device operating parameter
boundaries described in 40 CFR
60.758(c)(1) are exceeded.

(b) A deviation occurs when 1 hour or
more of the hours during the 3-hour
block averaging period does not
constitute a valid hour of data due to
insufficient monitoring data. An hour of
monitoring data are insufficient if
measured values are unavailable for
more than one 15-minute period within
the hour.

(c) A deviation occurs when a SSM
plan is not developed, implemented, or
maintained on site.

§63.1970 Are there any deviations that are
not considered out of compliance?

Yes, consistent with 40 CFR 60.755(e),
§§63.6(e) and 63.7(e)(1), deviations that
occur during a period of startup,
shutdown, or malfunction are not
violations if you demonstrate to the
Administrator’s satisfaction that you
were operating in accordance with the
SSM plan. The Administrator will
determine whether deviations that occur
during a period of startup, shutdown, or
malfunction are violations, according to
the provisions in § 63.6(e).

§63.1975 How do | calculate the 3-hour
block average used to demonstrate
compliance?

Averages are calculated in the same
way as they are calculated in 40 CFR
part 60, subpart WWW, except that the
data collected during the events listed
in paragraphs (a), (b), (c), and (d) of this
section are not to be included in any
average computed under this subpart:

(a) Monitoring system breakdowns,
repairs, calibration checks, and zero
(low-level) and high-level adjustments.

(b) Startups.

(c) Shutdowns.

(d) Malfunctions.

Notifications, Records, and Reports

§63.1980 What records and reports must
| keep and submit?

(a) Keep records and reports as
specified in 40 CFR part 60, subpart
WWW, or in the Federal plan, EPA-
approved State plan or Tribal plan that
implements 40 CFR part 60, subpart Cc,
whichever is applicable with one
exception. You must submit the annual
report described in 40 CFR 60.757(f)
every 6 months.

(b) You must also keep records and
reports as specified in the general
provisions of 40 CFR part 60 and this
part as shown in Table 1 of this subpart.
Applicable records in the general
provisions include items such as SSM
plans and the SSM reports.

Other Requirements and Information

§63.1985 Who enforces this subpart?

(a) This subpart can be implemented
and enforced by the U.S. EPA, or a
delegated authority such as the
applicable State, local, or tribal agency.
If the EPA Administrator has delegated
authority to a State, local, or tribal
agency, then that agency as well as the
U.S. EPA has the authority to
implement and enforce this subpart.
Contact the applicable EPA Regional
Office to find out if this subpart is
delegated to a State, local, or tribal
agency.

(b) In delegating implementation and
enforcement authority of this subpart to
a State, local, or tribal agency under
subpart E of this part, the authorities
contained in paragraph (c) of this
section are retained by the EPA
Administrator and are not transferred to
the State, local, or tribal agency.

(c) The authorities that will not be
delegated to State, local, or tribal
agencies are as follows. Approval of
alternatives to the standards in
§63.1955. Where these standards
reference another subpart, the cited
provisions will be delegated according
to the delegation provisions of the
referenced subpart.
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§63.1990 What definitions apply to this
subpart?

Terms used in this subpart are
defined in the Clean Air Act, 40 CFR
part 60, subparts A, Cc, and WWW; 40
CFR part 62, subpart GGG, and subpart
A of this part, and this section as
follows:

Deviation means any instance in
which an affected source subject to this
subpart, or an owner or operator of such
a source:

(1) Fails to meet any requirement or
obligation established by this subpart
including, but not limited to, any
emission limitation (including any
operating limit) or work practice
standard;

(2) Fails to meet any term or condition
that is adopted to implement an
applicable requirement in this subpart
and that is included in the operating
permit for any affected source required
to obtain such a permit; or

(3) Fails to meet any emission
limitation (including any operating
limit), or work practice standard in this
subpart during startup, shutdown, or
malfunction, regardless of whether or
not such failure is permitted by this
subpart.

Emission limitation means any
emission limit, opacity limit, operating
limit, or visible emission limit.

EPA-approved State plan means a
State plan that EPA has approved based
on the requirements in 40 CFR part 60,
subpart B, to implement and enforce 40
CFR part 60, subpart Cc. An approved
State plan becomes effective on the date
specified in the notice published in the
Federal Register announcing EPA’s
approval.

Federal plan means the EPA plan to
implement 40 CFR part 60, subpart Cc,
for existing municipal solid waste
landfills located in States and Indian
country where State plans or Tribal
plans are not currently in effect. On the
effective date of an EPA-approved State
or Tribal plan, the Federal plan no
longer applies. The Federal plan is
found at 40 CFR part 62, subpart GGG.

Modification means as increase in the
permitted volume design capacity of the
landfill by either horizontal or vertical
expansion based on its permitted design
capacity as of May 30, 1991.
Modification does not occur until the
owner or operator Commences

construction on the horizontal or
vertical expansion.

Municipal solid waste landfill means
an entire disposal facility in a
contiguous geographical space where
household waste is placed in or on land.
A municipal solid waste landfill may
also receive other types of RCRA
Subtitle D wastes (see § 257.2 of this
chapter) such as commercial solid
waste, nonhazardous sludge,
conditionally exempt small quantity
generator waste, and industrial solid
waste. Portions of a municipal solid
waste landfill may be separated by
access roads. A municipal solid waste
landfill may be publicly or privately
owned. A municipal solid waste landfill
may be a new municipal solid waste
landfill, an existing municipal solid
waste landfill, or a lateral expansion.

Tribal plan means a plan submitted
by a tribal authority pursuant to 40 CFR
parts 9, 35, 49, 50, and 81 to implement
and enforce 40 CFR part 60, subpart Cc.

Work practice standard means any
design, equipment, work practice, or
operational standard, or combination
thereof, that is promulgated pursuant to
section 112(h) of the Clean Air Act.

TABLE 1 OF SUBPART AAAA—PART 63 GENERAL PROVISIONS APPLICABLE PARAGRAPHS
[As stated in §63.1955(b), you must comply with the General Provisions requirements according to the following table]

Part 63 citation

Description

Explanation

63.1(a) except (a)(7)

63.5(b)

63.6(e)

63.6(f)

63.10(b)(2)()—(v)
63.10(d)(5)

Applicability: general applicability of NESHAP
in this part.

Applicability — determination for
sources.

stationary

Applicability of permit program before a rel-

evant standard has been set under this part.

Definitions
Prohibited activities and circumvention

Requirements for existing, newly constructed,
and reconstructed sources.

Operation and maintenance
SSM provisions.

requirements,

Compliance with nonopacity emission stand-
ards.

General recordkeeping requirements

If actions taken during a SSM are consistent
with the procedures in the SSM plan, this
information shall be included in a semi-
annual SSM report. Any time an action
taken during a SSM is not consistent with
the SSM plan, the source shall report ac-
tions taken within 2 working days after com-
mencing such actions, followed by a letter 7
days after the event.

Affected sources are already subject to the provisions of paragraphs
(a)(10)—(12) of this section through the same provisions under 40
CFR part 60, subpart A.

Affected sources are already subject to the provisions of paragraph
(b)(2) of this section through the same provisions under 40 CFR
part 60, subpart A.

Affected sources are already subject to the provisions of paragraph
(b) of this section through the same provisions under 40 CFR part
60, subpart A.

Affected sources are already subject to the provisions of paragraph
(b)(2) of this section through the same provisions under 40 CFR
part 60, subpart A.

Affected sources are already subject to the provisions of paragraph
(e)(2) of this section through the same provisions under 40 CFR
part 60, subpart A.

Affected sources are already subject to the provisions of paragraphs
(A1) and (2)(i) of this section through the same provisions under
40 CFR part 60, subpart A.
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TABLE 1 OF SUBPART AAAA—PART 63 GENERAL PROVISIONS APPLICABLE PARAGRAPHS—Continued
[As stated in §63.1955(b), you must comply with the General Provisions requirements according to the following table]

Part 63 citation Description Explanation

63.12(2) .oovvreieiieieee These provisions do not preclude the State
from adopting and enforcing any standard,
limitation, etc., requiring permits, or requir-
ing emissions reductions in excess of those
specified.

63.15 i Availability of information and confidentiality ...

[FR Doc. 00-28415 Filed 11-6—00; 8:45 am]
BILLING CODE 6560-50-P
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This section of the FEDERAL REGISTER
contains documents other than rules or
proposed rules that are applicable to the
public. Notices of hearings and investigations,
committee meetings, agency decisions and
rulings, delegations of authority, filing of
petitions and applications and agency
statements of organization and functions are
examples of documents appearing in this
section.

DEPARTMENT OF AGRICULTURE

Submission for OMB Review;
Comment Request

November 2, 2000.

The Department of Agriculture has
submitted the following information
collection requirement(s) to OMB for
review and clearance under the
Paperwork Reduction Act of 1995,
Public Law 104-13. Comments
regarding (a) Whether the collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information will have practical utility;
(b) the accuracy of the agency’s estimate
of burden including the validity of the
methodology and assumptions used; (c)
ways to enhance the quality, utility and
clarity of the information to be
collected; (d) ways to minimize the
burden of the collection of information
on those who are to respond, including
through the use of appropriate
automated, electronic, mechanical, or
other technological collection
techniques or other forms of information
technology should be addressed to: Desk
Officer for Agriculture, Office of
Information and Regulatory Affairs,
Office of Management and Budget
(OMB), Washington, DC 20503 and to
Departmental Clearance Office, USDA,
OCIO, Mail Stop 7602, Washington, DC
20250-7602.

Comments regarding these
information collections are best assured
of having their full effect if received
within 30 days of this notification.
Copies of the submission(s) may be
obtained by calling (202) 720-6746.

An agency may not conduct or
sponsor a collection of information
unless the collection of information
displays a currently valid OMB control
number and the agency informs
potential persons who are to respond to
the collection of information that such
persons are not required to respond to
the collection of information unless it

displays a currently valid OMB control
number.

Agricultural Marketing Service

Title: Marketing Order Regulations the
Handling of Spearmint Oil Produced in
the Far West, MO 985.

OMB Control Number: 0581-0065.

Summary of Collection: The
marketing order programs provide an
opportunity for producers of fresh fruits,
vegetables and specialty crops, in a
specified production area to work
together to solve marketing problems
that cannot be solved individually. The
Far West spearmint marketing order
regulates the handling of spearmint oil
produced in the Washington, Idaho,
Oregon, and designated parts of Nevada
and Utah. The order authorizes the
issuance of allotment provisions for
producers and regulates the quantities
of spearmint oil handled and has the
authority for research and development.
Under the Agriculture Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601-674), industries enter into
marketing order programs. Agricultural
Marketing Service (AMS) may act as the
Secretary’s agent to oversee the order
operations and issue regulations
recommended by a committee of
representatives from each commodity
industry.

Need and Use of the Information: The
Committee has the authorization to
require producers, handlers, and
processors submit certain information as
provided by the order, rules and
regulations. Various forms relating to
spearmint supplies, shipments, and
dispositions, and used and required to
effectively carry out the purpose of the
Act and order. The committee
periodically reviews reports and forms
to ensure that they are understandable,
easy to fill out, and only the minimum
of information necessary is reported.
The information collected is used by
authorized representatives of USDA,
including AMS, Fruit and Vegetable
Programs’ regional and headquarters
staff, and employees of the Committee.
Timing and frequency of the various
reports has evolved to meet the needs of
the industry and minimize the burden
on the reporting public. Collecting data
less frequently would eliminate data
needed to keep the spearmint oil
industry and the Secretary abreast of
changes at the state and local level.

Description of Respondents: Business
of other for-profit; Farms, Federal

Government, State, Local or Tribal
Government.

Number of Respondents: 217.

Frequency of Responses:
Recordkeeping; Reporting: On occasion;
Annual; Biennially.

Total Burden Hours: 162.

Farm Service Agency

Title: 7 CFR 1941-A, Operating Loan
Policies, procedures and
Authorizations.

OMB Control Number: 0560-0162.

Summary of Collection: The
Consolidated Farm and Rural
Development Act (7 U.S.C. 1941)
(CONACT) authorizes the Secretary of
Agricultural and Farm Service Agency
(FSA) to make and ensure loans to
farmers and ranchers and to administer
the provision of the CONACT applicable
to the Farm Loan Program. The
information is require to ensure that the
agency provides assistance to applicants
who have reasonable prospectus of
repaying the government and meet
statutory eligibility requirements. This
assistance enables family farm operators
to use their land, labor, and other
resources and to improve their living
and financial conditions so that they
can eventually obtain credit elsewhere.

Need and Use of the Information: The
information is needed for FSA loan
approval officials to evaluate an
applicant’s eligibility, and to determine
if the operation is economically feasible
and the security offered in support of
the loan is adequate. FSA relies on
current information to carry out the
business of the program as intended and
to protect the government’s interest. A
variety of forms will be used to collect
the information. If the information were
not collected, or collected less
frequently, the Agency would be: (1)
Unable to make an accurate eligibility
and financial feasibility determination
on respondent’s request for new loans as
required by the CONTACT; and (2)
unable to meet the Congressionally
mandated mission of loan program.

Description of Respondents: Farms;
Business or other for-profit; Federal
Government; Individuals or households.

Number of Respondents: 49,492.

Frequency of Responses: Reporting;
Other: As needed.

Total Burden Hours: 6,014.

Farm Service Agency

Title: Loan Deficiency Payments.
OMB Control Number: 0560—-0129.
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Summary of Collection: The Federal
Agriculture Improvement and Reform
Act of 1996 provide authorization for
loan deficiency payments that are
implemented by the following
regulations (1) 7 CFR Part 147, for
upland cotton loan deficiency
payments; (2) 7 CFR Part 1421 for rice,
oilseeds, wheat, and feed grain loan
deficiency payments; (3) 7 CFR Part
1425 for Commodity Credit Corporation
(CCQ) approved cooperative marketing
associations. The Farm Service Agency
(FSA), administers the marketing
assistance loan and loan deficiency
payment programs. Loan deficiency
payment provisions are intended to
reduce quantities of loan collateral
delivered to CCC and are made available
when the loan rate for the commodity is
greater than the announced repayment
rate or world market price.

Need and Use of the Information:
County FSA Committees are responsible
for approving and disapproving loan
deficiency payment requests. Producers
provide the necessary information
applicable to the request and must meet
certain eligibility requirements in
accordance with the regulations.
Potential applicants may use the
approved OMB forms for FSA that will
be posted on Internet Forms Website
along with instructions for completing
the forms. The information collected is
needed to determine loan deficiency
payment quantities and payment
amounts, verify producer and
commodity eligibility, and to ensure
that only eligible producers receive loan
deficiency payments. If the data were
collected less frequently, the statutes
could not be implemented as
authorized.

Description of Respondents: Farm;
Business or other for-profit; Individuals
or households.

Number of Respondents: 2,035,000.

Frequency of Responses: Reporting:
Other (per request).

Total Burden Hours: 3,825,000.

Farm Service Agency

Title: Certified Mediation Program.

OMB Control Number: 0560-0165.

Summary of Collection: The Farm
Service Agency (FSA) is amending its
Agricultural Loan Mediation (AMP)
regulations to implement the
requirements of the Federal Crop
Insurance Reform and Department of
Agriculture Reorganization Act of 1994
(the 1994 Act). P.L. 103-354, October
13, 1994, amended Section 501 of the
Agricultural Credit Act of 1987 (7 U.S.C.
5101) by striking “an agricultural loan
mediation program” and inserting “a
mediation program”. The regulation
provides a mechanism to States to apply

for and obtain matching funds grants
from USDA. The grant funds help States
supplement administrative operating
funds needed to administer their
agricultural mediation programs. FSA
will collect information by mail, phone,
fax, and in person.

Need and Use of the Information: FSA
will collect information to ensure
matching grant funds are used only to
pay for eligible costs necessary for the
operation and administration of the
State mediation programs, consistent
with the the statutory purposes of the
program. If information were not
collected, this would result in improper
administration and appropriation of
Federal grant funds.

Description of Respondents: State,
Local or Tribal Government.

Number of Respondents: 25.

Frequency of Responses:
Recordkeeping; Reporting: Annually.

Total Burden Hours: 775.

Foreign Agricultural Service

Title: Foreign Donation of
Agricultural Commodities.

OMB Control Number: 0551-0035.

Summary of Collection: The Federal
Agriculture Improvement and Reform
Act of 1996, Section 416(b) of the
Agriculture Act of 1949, and the Food
for Progress Act of 1985 require
reporting on food aid programs. The
Department of Agriculture programs
provide American food assistance to
needy people overseas. Assistance may
be provided through U.S. Private
Voluntary Organizations, agricultural
trade organizations, cooperatives,
eligible foreign governments,
intergovernments organizations, and
private entities. The Cooperating
Sponsors who elect to participate in
food aid programs are required to
submit a plan of operation and initial
budget to receive approval. Once
approval, the Foreign Agricultural
Service (FAS) enters into an agreement
with the Cooperating Sponsor.
Cooperating Sponsors may submit
information to FAS in hard copy,
electronically (on diskette or through
the Internet), or via fax.

Need and Use of the Information: FAS
will collect information to determine
whether the Cooperating Sponsor has
complied with the agreement and to
assess the value of the programs. The
information allows FAS to make a
determination whether future
programming should be implemented
with Cooperating Sponsors. If the
information were not collected it would
be more difficult to determine the
accountability and compliance of the
Cooperating Sponsors.

Description of Respondents: Not for-
profit institutions; Business or other for-
profit.

Number of Respondents: 241.

Frequency of Responses:
Recordkeeping; Reporting: Semi-
annually.

Total Burden Hours: 38,827.

Rural Housing Service

Title: Farm Labor Housing Technical
Assistance Grants.

OMB Control Number: 0575-0181.

Summary of Collection: The Housing
Act of 1949 gives the Rural Housing
Service (RHS) the authority to make
loans for the construction of farm labor
housing (Section 514) and the authority
to provide financial assistance (grants)
to eligible private and public nonprofit
agencies (Section 516). RHS will award
three grants one from each geographic
region, Eastern, Central and Western
Regions. Eligibility for grants is limited
to private and pubic nonprofit agencies.
These grants will be awarded based on
the qualifications of the applicants and
their formal application.

Need and Use of the Information:
RHS staff in the National Office and
Rural Development field offices will
collect information from applicants and
grant recipients to determine their
eligibility for a grant, project feasibility,
to select grant proposals for funding,
and to monitor performance after grants
have been awarded. The Three
respondents, who are awarded grants,
are required to provide RHS with
quarterly performance reports
throughout the 3-year grant period. The
respondents are not required to retain
records for more than three years.
Failure to collect this information could
result in the improper use of Federal
funds; difficulties in determining
eligibility and selections of qualified
applicants; and monitoring performance
during the grant period.

Description of Respondents: Not-for-
profit institutions; State, Local, and
Tribal Government.

Number of Respondents: 12.

Frequency of Responses:
Recordkeeping; Reporting: Annually
and Quarterly.

Total Burden Hours: 303.

National Agricultural Statistics Service

Title: Supplemental Qualifications
Statement.

OMB Control Number: 0535-0209.

Summary of Collection: The
Department of Agriculture has an
Interagency Agreement with the Office
of Personnel which provides the
National Agricultural Statistics Service
(NASS) with the authority to examine,
rate, and certify applications for
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agricultural statistician positions.
Accordingly, in addition to resumes,
curriculum vitae, and the standard
Optional Application for Federal
Employment, NASS has created a
Supplemental Qualifications Statement
(SQS) for agricultural statistician and
mathematical statistician positions. The
SQS allows applicants the opportunity
to describe their achievements or
accomplishments as they relate to the
required knowledge, skills, and abilities.

Need and Use of the Information: The
SQS provides applicants with
information related to how they will be
measured for a position and what kinds
of information will be used to evaluate
those abilities. NASS personnel
specialist will use the information on
the SQS to evaluate and rate the
applicant’s accomplishments or
achievements. Ultimately, the
information is used by the selecting
official as one of the criteria in the
selection process.

Description of Respondents:
Individuals or households.

Number of Respondents: 50.

Frequency of Responses: Reporting:
On occasion.

Total Burden Hours: 150.

Farm Service Agency

Title: Facsimile Signature
Authorization and Verification.

OMB Control Number: 0560-0203.

Summary of Collection: U.S.
Department of Agriculture (USDA),
Farm Service Agency (FSA) is seeking
alternative service delivery processed
that will reduce the necessity for USDA
Service Genter customers to travel to a
Service Center to provide information
and sign documents. One of the
alternatives being implemented is to
accept information provided via
telefacsimile. Each of the USDA Service
Center agencies (Farm Service Agency,
Natural Resources Conservation Service,
and Rural Development Agencies) will
share the signature on the FSA-237
(Facsimile Signature Authorization and
Verification) forms to eliminate
redundant collection of the same data.
FSA will collect information using form
FSA-237.

Need and Use of the Information: FSA
will collect the name and signature and
identification number from Service
Center customers. The information
collected will be used to verify the
authenticity of signatures on documents
provided to USDA service centers via
telefacsimile. Failure to collect and
maintain the original signature will
limit USDA'’s ability to offer the
telefacsimile alternative to its Service
Center customers.

Description of Respondents: Farms;
Individuals or households.

Number of Respondents: 866,089.

Frequency of Responses: Reporting:
Other (once).

Total Burden Hours: 17,322.

Rural Development Services

Title: 7 CFR 1956-B, Debt
Settlement—Farm Programs and
Multiple Family Housing.

OMB Control Number: 0575-0118.

Summary of Collection: The Farm
Service Agency’s Farm Loan Program
provides supervised credit in the form
of loans to family farmers and ranchers
to purchase land and finance
agricultural production. The Rural
Housing Service (RHS) provides
supervised credit in the form of Multi-
Family Housing (Housing Act of 1949)
loans to provide eligible persons with
economically designed and constructed
rental or cooperative housing and
related facilities suited to the living
requirements. This regulation defines
the requirements for debt settlement and
the factors the agency considers in
approving or rejecting the offer
submitted by the borrowers.

Need and Use of the Information: The
information submitted by the borrowers
is used to determine if acceptance of the
settlement offers on debts owed is in the
best interest of the Government. If the
information were not collected,
outdated and inaccurate information
would cause increased losses to the
government.

Description of Respondents: Farms;
Individuals or households; Business or
other for-profit; State, Local, or Tribal
Government.

Number of Respondents: 2,900.

Frequency of Responses: Reporting:
On occasion.

Total Burden Hours: 24,650.

Rural Utilities Service

Title: 7 CFR 1792, Subpart C—Seismic
Safety of New Building Construction.

OMB Control Number: 0572-0099.

Summary of Collection: Seismic
hazards present a serious threat to
people and their surroundings. These
hazards exist in most of the United
States, not just on the West Coast.
Unlike hurricanes, times and location of
earthquake cannot be predicted. Most
earthquake strike without warning and,
if of substantial strength, strike with
great destructive forces. To reduce risks
to life and property from earthquake,
Congress enacted the Earthquake
Hazards Reduction Act of 1977 (Public
Law 95-124, 42 U.S.C. 7701 et seq.) and
directed the establishment and
maintenance of an effective earthquake
reduction program. As a result, the

National Earthquake Hazards Reduction
Program (NEHRP) was established. The
objectives of the NEHRP include the
development of technologically and
economically feasible design and
construction methods to make both new
and existing structures earthquake
resistant, and the development and
promotion of model building codes. 7
CFR part 1792, subpart C, identifies
acceptable seismic standards which
must be employed in new building
construction funded by loans, grants, or
guarantees made by the Rural Utilities
Service (RUS) or the Rural Telephone
Bank (RTB) or through lien
accommodations or subordinations
approved by RUS or RTB.

Need and Use of the Information:
RUS will collect information on the
project designation and owners’ name;
name of architectural/engineering firm;
name and registration number (for the
State in which the building project is
located) of the certifying architect or
engineer; purpose and location of the
facility; seismic factor for the building
location; the code identity and date of
the model code used for the design and
construction of the building project(s);
total square footage of the building
project; total cost of the building project;
and estimated cost of the structural
systems affected by the requirements of
7 CFR part 1792, Subpart C.

Description of Respondents: Business
or other for-profit.

Number of Respondents: 1,000.

Frequency of Responses: Reporting:
On occasion.

Total Burden Hours: 525.

Nancy B. Sternberg,

Departmental Clearance Officer.

[FR Doc. 00-28542 Filed 11-6—00; 8:45 am]
BILLING CODE 3410-01-M

DEPARTMENT OF AGRICULTURE
Rural Telephone Bank
Sunshine Act Meeting

AGENCY: Rural Telephone Bank, USDA.

ACTION: Staff Briefing for the Board of
Directors.

TIME AND DATE: 2:00 p.m., Thursday,
November 16, 2000.
PLACE: Room 0204, South Building,
Department of Agriculture, 1400
Independence Avenue, SW,
Washington, DC.
STATUS: Open.
MATTERS TO BE DISCUSSED:

1. Current telecommunications
industry issues.

2. Status of PBO planning.
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3. Contracts for financial and legal
advisors to the Privatization Committee.
4. Allowance for loan losses reserve.

5. Schedule for stockholders’ meeting
in year 2001.
6. Administrative issues.

ACTION: Board of Directors Meeting.

TIME AND DATE: 9:00 a.m., Friday,
November 17, 2000.

PLACE: Room 104-A, The Williamsburg
Room, Department of Agriculture, 12th
Jefferson Drive, SW, Washington, DC.
STATUS: Open.

MATTERS TO BE CONSIDERED: The
following matters have been placed on
the agenda for the Board of Directors
meeting:

1. Gall to order.

2. Report on board election results.

3. Oath of office.

4. Election of board officers:
Chairperson, Vice Chair, Secretary, and
Treasurer.

5. Action on Minutes of the August 4,
2000, board meeting.

6. Report on loans approved in FY
2000.

7. Report on financial activity for FY
2000.

8. Report on the allowance for loan
losses reserve.

9. Privatization Committee report.

10. Consideration of resolution to
reestablish the Privatization Committee.

11. Consideration of resolution to
approve Anthony Haynes to serve as the
Deputy Governor of the Bank.

12. Establish date and location of next
board meeting.

13. Adjournment.

CONTACT PERSON FOR MORE INFORMATION:
Roberta D. Purcell, Assistant Governor,
Rural Telephone Bank, (202) 720-9554.

Dated: November 2, 2000.
Anthony C. Haynes,
Acting Governor, Rural Telephone Bank.
[FR Doc. 00-28662 Filed 11-3—00; 2:43 pm]
BILLING CODE 3410-15-P

DEPARTMENT OF COMMERCE
International Trade Administration

Information for Certification Under
FAQ 6 of the Safe Harbor Privacy
Principles

ACTION: Proposed collection; comment
request.

SUMMARY: The Department of
Commerce, as part of its continuing
effort to reduce paperwork and
respondent burdens, invites the general
public and other Federal agencies to
take this opportunity to comment on the

continuing information collections, as
required by the Paperwork Reduction
Act of 1995, Public Law 104-13 (44
U.S.C. 35068 (2)(A)).

DATES: Written comments must be
submitted on or before January 8, 2001.
ADDRESSES: Direct all written comments
to Madeleine Clayton, Departmental
Forms Clearance Officer, Department of
Commerce, Room 6086, 14th &
Constitution Avenue, NW, Washington,
DC 20230 (or via the Internet at
MClayton@doc.gov).

FOR FURTHER INFORMATION CONTACT:
Request for additional information or
copies of the information collection
instrument and instructions should be
directed to: Jeff Rohlmeier, Trade
Development, Room 2011, 14th &
Constitution Avenue, NW, Washington,
DC 20230; Phone number: (202) 482—
1614 and fax number: (202) 501-2548.
SUPPLEMENTARY INFORMATION:

I. Abstract

In response to the European
Commission Directive on Data
Protection that restricts transfers of
personal information from Europe to
countries whose privacy practices are
not deemed ‘““adequate,” the U.S.
Department of Commerce has developed
a ‘“‘safe harbor” framework that will
allow U.S. organizations to satisfy the
European Directive’s requirements and
ensure that personal data flows to the
United States are not interrupted. In this
process, the Department of Commerce
repeatedly consulted with U.S.
organizations affected by the European
directive and interested non-
government organizations.

On July 27, 2000, the European
Commission issued its decision, in
accordance with Article 25.6 of the
Directive, that the Safe Harbor Privacy
Principles provide adequate privacy
protection. The safe harbor framework
bridges the differences between the
European Union (EU) and U.S.
approaches to privacy protection. Under
the safe harbor privacy framework,
information is being collected in order
to create a list of the organizations that
have self-certified to the Principles.

Organizations that have signed up to
this list are deemed “adequate” under
the Directive and do not have to provide
further documentation to European
officials. This list will be used by
European Union organizations to
determine whether further information
and contracts will be needed for a U.S.
organization to receive personally
identifiable information. The decision to
enter the safe harbor is entirely
voluntary. Organizations that decide to
participate in the safe harbor must

comply with the safe harbor’s
requirements and publicly declare that
they do so.

To be assured of safe harbor benefits,
an organization needs to self certify
annually to the Department of
Commerce, in writing, that it agrees to
adhere to the safe harbor’s requirements,
which includes elements such as notice,
choice, access, and enforcement. It must
also state in its published privacy policy
statement that it adheres to the safe
harbor.

This list will be used by European
Union organizations to determine
whether further information and
contracts will be needed by a U.S.
organization to receive personally
identifiable information. It will be used
by the European Data Protection
Authorities to determine whether a
company is providing “‘adequate”
protection, and whether a company has
requested to cooperate with the Data
Protection Authority.

The list will also be accessed when
there is a complaint logged in the EU
against a U.S. organization, and used by
the Federal Trade Commission and the
Department of Transportation to
determine whether a company is part of
the safe harbor. It will be accessed if a
company is practicing “unfair and
deceptive” practices and has
misrepresented itself to the public. In
addition, the list will be used by the
Department of Commerce and the
European Commission to determine if
organizations are signing up to the list
on a regular basis.

II. Method of Collection

The information collection form will
be provided via the Internet at http://
www.export.gov/SafeHarbor and by mail
to requesting U.S. firms.

II1. Data

OMB Number: 0625-0239.

Form Number: N/A.

Type of Review: Regular submission.

Affected Public: Business or other for-
profit organizations.

Estimated Number of Respondents:
1,500.

Estimated Time Per Response: 20
minutes—website; and 40 minutes—
letter.

Estimated Total Annual Burden
Hours: 550 hours.

Estimated Total Annual Costs to
Public: $19,0250.

IV. Request for Comments

Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whether the information shall have
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practical utility; (b) the accuracy of the
agency’s estimate of the burden
(including hours and costs) of the
proposed collection of information; (c)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or forms of information technology.

Comments submitted in response to
this notice will be summarized and/or
included in the request for OMB
approval of this information collection;
they also will become a matter of public
record.

Dated: November 1, 2000.
Gwellnar Banks,

Management Analyst, Office of the Chief
Information Officer.

[FR Doc. 00—-28474 Filed 11-6—00; 8:45 am|]
BILLING CODE 3510-DR-P

DEPARTMENT OF COMMERCE

International Trade Administration
[A—351-605]

Frozen Concentrated Orange Juice
from Brazil; Amended Final Results of
Antidumping Duty Administrative
Review

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

EFFECTIVE DATE: November 7, 2000.

FOR FURTHER INFORMATION CONTACT: Irina
Itkin, AD/CVD Enforcement Group I,
Office 2, Import Administration,
International Trade Administration,

U.S. Department of Commerce, 14th
Street and Constitution Avenue, NW,
Washington, DC 20230; telephone (202)
482-0656.

Applicable Statute and Regulations

Unless otherwise indicated, all
citations to the Act are references to the
provisions effective January 1, 1995, the
effective date of the amendments made
to the Act by the Uruguay Round
Agreements Act (URAA). In addition,
unless otherwise indicated, all citations
to the Department’s regulations are to 19
CFR part 351 (1999).

Amendment to Final Results

In accordance with section 751(a) of
the Act, on October 11, 2000, the
Department published the final results
of the 1998-1999 administrative review
on frozen concentrated orange juice
(FCQOJ) from Brazil, in which we
determined that U.S. sales of FCOJ from
Brazil were made at less than normal
value (65 FR 60406). On October 12,
2000, we received an allegation, timely
filed pursuant to 19 CFR 351.224(c)(2),
from the respondent, Citrovita Agro
Industrial Ltda./Cambuhy MC Industrial
Ltda./Cambuhy Citrus Comercial e
Exportadora (collectively “Citrovita”),
that the Department made a ministerial

error in its final results. We received
comments on this allegation from the
petitioners on October 18, 2000.

After analyzing Citrovita’s submission
and the petitioners’ comments, we have
determined, in accordance with 19 CFR
351.224, that a ministerial error was
made in our final margin calculations
for Citrovita. Specifically, we find that
we failed to apply the proper U.S.
dollar/Brazilian real exchange rate from
January 13, 1999, through April 2, 1999,
as outlined in the Concurrence
Memorandum dated May 30, 2000. For
a detailed discussion of the ministerial
error, as well as the Department’s
analysis, see the memorandum to Louis
Apple from the Team, dated October 31,
2000.

Therefore, in accordance with 19 CFR
351.224(e), we are amending the final
results of the 1998-1999 antidumping
duty administrative review on FCOJ
from Brazil. The revised dumping
margin is as follows:

Original final Revised final
Exporter/manufacturer margin margin
percentage percentage
Citrovita Agro Industrial Ltda./Cambuhy MC Industrial Ltda./Cambuhy Citrus Comercial e Exportadora ............. 25.87 14.77

Scope of the Review

The merchandise covered by this
review is FCOJ from Brazil. The
merchandise is currently classifiable
under item 2009.11.00 of the
Harmonized Tariff Schedule of the
United States (HTSUS). The HTSUS
item number is provided for
convenience and for customs purposes.
The Department’s written description of
the scope of this proceeding remains
dispositive.

This administrative review and notice
are in accordance with sections
751(a)(1) and 777(i) of the Act.

Dated: October 31, 2000.
Troy H. Cribb,

Assistant Secretary for Import
Administration.

[FR Doc. 00-28565 Filed 11-6—00; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE

International Trade Administration

[A-570-803]

Heavy Forged Hand Tools, Finished or
Unfinished, With or Without Handles,
From the People’s Republic of China;
Preliminary Results and Preliminary
Partial Recission of Antidumping Duty
Administrative Reviews and Notice of
Intent Not To Revoke in Part

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

ACTION: Notice of Preliminary Results
and Preliminary Partial Recission of
Antidumping Duty Administrative
Reviews and Notice of Intent Not To
Revoke in Part of Heavy Forged Hand
Tools, Finished or Unfinished, With or

Without Handles, From the People’s
Republic of China.

SUMMARY: The Department of Commerce
(“the Department”) has preliminarily
determined that sales by the
respondents i