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Now Available Online

Code of Federal Regulations
via

GPO Access

(Selected Volumes)

Free, easy, online access to selected Code of Federal
Regulations (CFR) volumes is now available via GPO

Access, a service of the United States Government Printing

Office (GPO). CFR titles will be added to GPO Access
incrementally throughout calendar years 1996 and 1997
until a complete set is available. GPO is taking steps so
that the online and printed versions of the CFR will be
released concurrently.

The CFR and Federal Register on GPO Access, are the
official online editions authorized by the Administrative
Committee of the Federal Register.

New titles and/or volumes will be added to this online
service as they become available.

http://www.access.gpo.gov/naralcfr
For additional information on GPO Access products,

services and access methods, see page Il or contact the
GPO Access User Support Team via:

O  Phone: toll-free: 1-888-293-6498

O  Email: gpoaccess@gpo.gov
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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 TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 97-ANE-36-AD; Amendment
39-10154, AD 97-21-01]

RIN 2120-AA64

Airworthiness Directives; MT-Propeller
Entwicklung GMBH Model MTV-3-B-C
Propellers

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that is
applicable to MT-Propeller Entwicklung
GMBH Model MTV-3-B—C propellers.
This action requires initial and
repetitive dye penetrant or eddy current
inspections for cracks in the propeller
hub, and rework of the propeller hub or
replacement with a new model
propeller hub. This amendment is
prompted by reports of cracks in the
propeller flange area of the hub detected
during overhaul. The actions specified
in this AD are intended to prevent
propeller hub cracks, which could result
in propeller blade separation and
possible loss of control of the aircraft.
DATES: Effective October 22, 1997.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of October 22,
1997.

Comments for inclusion in the Rules
Docket must be received on or before
December 8, 1997.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), New England
Region, Office of the Assistant Chief
Counsel, Attention: Rules Docket No.
97-ANE-36-AD, 12 New England

Executive Park, Burlington, MA 01803—
5299. Comments may also be sent via
the Internet using the following address:
“9-ad-engineprop@faa.dot.gov”.
Comments sent via the Internet must
contain the docket number in the
subject line.

The service information referenced in
this AD may be obtained from MT-
Propeller Entwicklung GMBH, Airport
Straubing-Wallmuhle, D-94348 Atting,
Germany; telephone (0 94 29) 84 33, fax
(0 94 29) 84 32, Internet:
“propeller@aol.com”. This information
may be examined at the FAA, New
England Region, Office of the Assistant
Chief Counsel, 12 New England
Executive Park, Burlington, MA; or at
the Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Terry Fahr, Aerospace Engineer, Boston
Aircraft Certification Office, FAA,
Engine and Propeller Directorate, 12
New England Executive Park,
Burlington, MA 01803-5299; telephone
(617) 238-7155, fax (617) 238-7199.
SUPPLEMENTARY INFORMATION: The
Luftfahrt-Bundesamt (LBA), which is
the airworthiness authority for
Germany, recently notified the Federal
Aviation Administration (FAA) that an
unsafe condition may exist on MT-
Propeller Entwicklung GMBH Model
MTV-3-B-C/L250-21 propellers. The
LBA advises that they have received
reports of cracks in the propeller flange
area of the hub detected during
overhaul. The investigation revealed
that the cracks were created due to high
loads, such as those associated with
aerobatic maneuvers. This condition, if
not corrected, could result in propeller
hub cracks, which could result in
propeller blade separation and possible
loss of control of the aircraft.

MT-Propeller Entwicklung GMBH has
issued (SB) No. 12A, dated July 17,
1997, that specifies procedures for dye
penetrant or eddy current inspections
for cracks in the propeller hub, and, if
necessary, rework or replacement with
serviceable parts. The LBA classified
this SB as mandatory and issued AD 97—
006/2 in order to assure the
airworthiness of these propellers in
Germany.

This propeller model is manufactured
in Germany 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,
the LBA has kept the FAA informed of
the situation described above. The FAA
has examined the findings of the LBA,
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.

Since an unsafe condition has been
identified that is likely to exist or
develop on other propellers of the same
type design registered in the United
States, the AD will require initial and
repetitive dye penetrant or eddy current
inspections for cracks in the propeller
hub, and, if necessary, rework or
replacement with serviceable parts. The
actions would be required to be
accomplished in accordance with the
SB described previously.

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 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
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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 notice
must submit a self-addressed, stamped
postcard on which the following
statement is made: ‘““Comments to
Docket Number 97-ANE-36—-AD.” The
postcard will be date stamped and
returned to the commenter.

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

The FAA has determined that this
regulation is an emergency regulation
that must be issued immediately to
correct an unsafe condition in aircraft,
and 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
adding the following new airworthiness
directive:

97-21-01 MT-Propeller Entwicklung
GMBH: Amendment 39-10154. Docket
97—-ANE-36-AD.

Applicability: MT-Propeller Entwicklung
GMBH Model MTV-3-B-C/L250-21. These
propellers are installed on but not limited to
Sukhoi 29 aircraft.

Note 1: This airworthiness directive (AD)
applies to each propeller 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 propellers 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 propeller hub cracks, which
could result in propeller blade separation
and possible loss of control of the aircraft,
accomplish the following:

(a) Perform initial and repetitive dye
penetrant or eddy current inspections for
cracks in the propeller hub, and rework
propeller hub, Part Number (P/N) B-050, or
replace with a propeller hub, P/N A-909-A,
all in accordance with MT-Propeller
Entwicklung GMBH Service Bulletin (SB) No.
12A, dated July 17, 1997, as follows:

(1) Within 50 hours time in service (TIS)
after the effective date of this AD, perform
the initial inspection.

(2) Thereafter, inspect as follows:

(i) For propellers with hubs, P/N B-050,
inspect at intervals not to exceed 50 hours
TIS, or 6 months since last inspection,
whichever occurs first.

(ii) For propellers with hubs, P/N A-909—-
A, inspect at intervals not to exceed 200
hours TIS, or 12 months since last
inspection, whichever occurs first.

(3) Following inspection, if no cracks are
found, and within 50 hours TIS after the
effective date of this AD, rework the existing
propeller hub, P/N B-050, or install propeller
hub, P/N A-909-A.

(4) Following inspection, if cracks are
found, prior to further flight remove the
existing propeller hub, and replace with a
serviceable propeller hub.

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

Note 2: Information concerning the
existence of approved alternative methods of

compliance with this airworthiness directive,
if any, may be obtained from the Boston
Aircraft Certification Office.

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

(d) The actions required by this AD shall
be performed in accordance with the
following MT-Propeller Entwicklung GMBH
SB:

Document No. Pages Date

1-3 | July 17, 1997.

Total pages: 3.

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 MT-Propeller Entwicklung GMBH,
Airport Straubing-Wallmuhle, D-94348
Atting, Germany; telephone (0 94 29) 84 33,
fax (0 94 29) 84 32, Internet:
“propeller@aol.com’. Copies may be
inspected at the FAA, New England Region,
Office of the Assistant Chief Counsel, 12 New
England Executive Park, Burlington, MA; or
at the Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC.

(e) This amendment becomes effective on
October 22, 1997.

Issued in Burlington, Massachusetts, on
September 26, 1997.

James C. Jones,

Assistant Manager, Engine and Propeller
Directorate, Aircraft Certification Service.

[FR Doc. 97-26373 Filed 10-6-97; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 73

[Airspace Docket No. 94-AS0O-18]

RIN 2120-AA66

Establishment of Restricted Areas;
Camp Lejeune, NC

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This action establishes
restricted areas at Camp Lejeune, NC, to
augment an expansion of the existing
Camp Lejeune training range facilities.
The U.S. Marine Corps (USMC)
requested this action in order to
accommodate the increased training
activities required by operational units.
EFFECTIVE DATE: 0901 UTC, November 6,
1997.

FOR FURTHER INFORMATION CONTACT: Paul
Gallant, Airspace and Rules Division,
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ATA-400, Office of Air Traffic Airspace
Management, Federal Aviation
Administration, 800 Independence
Avenue, SW., Washington, DC 20591,
telephone (202) 267-8783.

SUPPLEMENTARY INFORMATION:
Background

The USMC requested that the FAA
establish restricted areas at Camp
Lejeune, NC, because the existing
facilities do not contain sufficient firing
ranges, maneuver areas, or impact areas
to accommodate the expanded, more
complex Marine Corps training
requirements which have evolved in
recent years. Two USMC studies
documented shortfalls in the existing
range capabilities. These limitations
have precluded Camp Lejeune from
fulfilling a number of basic Fleet Marine
Force training requirements. As a result,
the USMC has been required to conduct
periodic, multi-million dollar
deployments of personnel and
equipment to other locations in the
United States in order to complete
essential training events.

On June 15, 1995, the FAA published
a notice of proposed rulemaking
(NPRM) which proposed to amend 14
CFR part 73 to establish Restricted
Areas R-5303A, B, and C, and R—5304A,
B, and C, at Camp Lejeune, NC (60 FR
31426).

Interested parties were invited to
participate in this rulemaking effort by
submitting written comments on the
proposal to the FAA. Two comments
were received by the FAA in response
to the proposal. The Aircraft Owners
and Pilots Association objected to the
proposal, stating that the restricted areas
would interfere with general aviation
aircraft transiting the area and would
prevent pilots from using Federal
Airway V-139 between Wilmington,
NC, and New Bern, NC.

The restricted areas will be managed
on a real-time basis to minimize impact
on nonparticipating aircraft. Cherry
Point Approach Control will be the
designated controlling agency for the
restricted areas. The approach control
has dedicated direct landlines to the
Camp Lejeune Range Control and has
the authority to call an immediate cease
fire in the event of an aircraft
emergency, unauthorized aircraft
intrusion, or operational necessity. The
lowest subareas, R-5303A and R—
5304A, will be the most frequently used
areas. Normally, V-139, above 7,000 feet
mean sea level (MSL), will remain
available for transit by nonparticipating
aircraft. When nonparticipating aircraft
on V-139 are unable to transit above the
restricted area altitudes in use, the range

activity will either be capped, or a cease
fire imposed, to accommodate the
aircraft on the airway. On occasion, air
traffic control (ATC) may vector
nonparticipating aircraft off the airway
to the east of the range through
Restricted Areas R-5306D and R-5306E,
which will be deactivated for that
purpose.

The FAA believes that the real-time
procedures for the activation and
deactivation of the airspace should
minimize the impact on
nonparticipating aircraft.

The North Carolina Department of
Transportation (NCDOT) commented
that the mitigation procedures satisfy its
concerns about the impact on general
aviation and, provided that the range
and airspace operations are conducted
as proposed, the proposal may be the
best compromise for all airspace users.
However, NCDOT expressed concerns
about the proposal considering the
amount of existing special use airspace
(SUA) in the State, and the impact on
V-139. NCDOT suggested that this
action should be reviewed after the
airspace has been operational for some
time and that, if the real-time
procedures do not prove satisfactory, a
new airway segment should be
considered between Wilmington and
New Bern with an intersection over the
Albert J. Ellis Airport, Jacksonville, NC.
NCDOT further commented that the 6-
hour Notices to Airmen (NOTAM) time
proposed in the time of designation of
the restricted areas is too short.

In response to NCDOT’s comment, the
time requirement for NOTAM activation
of the restricted areas will be increased
from the proposed 6 hours in advance,
to 24 hours in advance. Regarding the
impact on V-139, the FAA believes that
the real-time use procedures should
minimize the impact to aircraft
transiting the area or utilizing V-139. As
part of its annual review of SUA, the
FAA will monitor the implementation
of this rule and the effectiveness of the
real-time procedures described above.
Airspace and/or procedural
modifications may be considered in the
future, if warranted.

The Rule

This rule amends 14 CFR part 73 by
establishing Restricted Areas R—5303A,
B, and C, and R-5304A, B, and C, at
Camp Lejeune, NC. The restricted areas
will overlie a Government-purchased
tract of land contiguous to Camp
Lejeune, known as the Greater Sandy
Run Area, and will extend from the
surface up to but not including Flight
Level (FL) 180. The airspace will be
subdivided vertically. The subdivisions
will be configured as follows: R-5303A

and R-5304A extending from the
surface to but not including 7,000 feet
Mean Sea Level (MSL); R-5303B and R-
5304B extending from 7,000 feet MSL to
but not including 10,000 feet MSL; and
R-5303C and R-5304C extending from
10,000 feet MSL to but not including FL
180.

The activities to be conducted in the
restricted areas include the firing of
various surface weapons and air-
delivered ordnance (helicopters only).
No fixed-wing participating aircraft
operations will be conducted in the
restricted areas. Most training activities
will be conducted in the lowest portion
of the restricted areas (i.e., R-5303A and
R-5304A, below 7,000 feet MSL).

The time of designation for R-5303A
and R—5304A will be 0600 to 1800 local
time, Monday through Friday, with a
provision for activation at other times
by NOTAM at least 24 hours in advance.
Restricted Areas R-5303B/C and R—
5304B/C will be activated by NOTAM at
least 24 hours in advance when required
for training.

It is estimated that the highest altitude
strata of the restricted areas will be
required approximately 10% of the
time. An estimated 75% of the total
training activities will take place during
daylight hours. On a yearly basis, it is
projected that the restricted areas will
be used on 30 to 40 weeknights.
Training will also be conducted on 30
to 40 weekend days, which may include
additional night-time operations. Peak
firing periods are expected to occur
between the hours of 0800-1600,
Tuesday, Wednesday, and Thursday,
with March through October projected
as the peak firing months.

The new restricted areas will be
configured to maximize training
flexibility and to facilitate the activation
of only those portions of the restricted
areas actually needed for training
operations. When activated, the
restricted areas may impact the segment
of V-139 between Wilmington, NC, and
New Bern, NC. In order to minimize the
impact on air traffic utilizing V-139, the
restricted areas will be subject to real-
time activation procedures. The lowest
subareas, R—-5303A and R-5304A, will
be the most frequently used areas.
Normally, V-139, above 7,000 feet MSL,
will remain available for transit by
nonparticipating aircraft. When
nonparticipating aircraft on V-139 are
unable to transit above the restricted
area altitudes in use, the range activity
will either be capped, or a cease fire
imposed, to accommodate the aircraft
on the airway. On occasion, ATC may
vector nonparticipating aircraft off the
airway to the east of the range through
Restricted Areas R—5306D and R—5306E,
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which will be deactivated for that
purpose. These procedures will be
specified in a joint-use letter of
procedure between the using agency
and the controlling agency. The letter of
procedure will include provisions to
give ATC priority for use of the airspace
when necessary during periods of severe
weather, or emergency situations.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. Therefore, this regulation: (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)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified that this rule will not have
a significant economic impact on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

Section 73.53 of 14 CFR part 73 was
republished in FAA Order 7400.8D
dated July 11, 1996.

Environmental Review

The USMC issued a final
environmental impact statement (EIS) in
May 1991 for the Proposed Expansion
and Realignment of the Marine Corps
Base Camp Lejeune Onslow County, NC.
Based upon proximity to the ground site
for military training and other
geographic factors, the USMC
considered 13 alternatives as potential
solutions to accommodate training
needs at Camp Lejeune. These
alternatives included a variety of
options ranging from maintaining the
status quo (no action) to relocating of
Marine Corps Base Camp Lejeune, as
well as increasing off-base training. Two
airspace alternatives were brought
forward for further consideration;
Alternative One, which is the
designation of new restricted areas at
Camp Lejueune, as described in this
rule and the No Action Alternative.
Alternative One was identified as the
environmentally preferable alternative
in the EIS.

The No Action Alternative would
consist of the continued utilization of
existing training facilities, with no
additional special use airspace to
contain the increased training activities
needed by operational units. The No
Action Alternative failed to address the
training deficiencies as identified at
Camp Lejeune. Without the additional

special use airspace, implementation of
Marine Battle Skills Training would
increase training pressures on existing
firing ranges outside the area of Camp
Lejeune. Modern long-range weapons
would not be accommodated at Camp
Lejeune and would continue to be
deployed elsewhere. The USMC issued
a Record of Decision in October 1991
that adopted all practicable means to
avoid or minimize harm.

In June 1997, the USMC submitted to
the FAA an Addendum to the EIS. In
August 1997, the FAA completed a
written reevaluation of the EIS and
adopted and recirculated the
Addendum and the EIS as final,
pursuant to 40 CFR 1506-3(a) and (b) 62
FR 43730 and 62 FR 44685. After careful
and thorough consideration of the facts
contained herein and following
consideration of the views of those
Federal agencies having jurisidiction by
law and special expertise with respect
to the environmental impacts described,
the undersigned finds that the proposed
Federal action is consistent with
existing national policies and objectives
as set forth in section 101 (a) of the
National Environmental Policy Act of
1969, as amended.

This final rule constitutes final agency
action under 49 USC 46110. Any person
disclosing a substantial interest in this
order may appeal the order to the courts
of appeal of the United States or the
United States or the United States Court
of Appeals of the District of Columbia
upon petition, filed within 60 days after
the order is issued.

List of Subjects in 14 CFR Part 73
Airspace, Navigation (air).
Adoption of the Amendment

In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 73, as follows:

PART 73—SPECIAL USE AIRSPACE

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

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§73.53 [Amended]

2. Section 73.53 is amended as
follows:
* * * * *

R-5303A Camp Lejeune, NC [New]

Boundaries. Beginning at lat. 34°41'40"N.,
long. 77°33'09""W.; to lat. 34°39'16"N., long.
77°28'31"W.; to lat. 34°36'51"'N., long.
77°29'01"W.; to lat. 34°36'13"'N., long.
77°31'51"W.; to lat. 34°37'03"N., long.
77°35'25"W.; to lat. 34°38'49"'N., long.
77°37'31"W.; to the point of beginning.

Designated altitudes. Surface to but not
including 7,000 feet MSL, excluding the
airspace 1,500 feet AGL and below within a
3NM radius of Sky Manor airport.

Time of designation. 0600-1800 Monday-
Friday; other times by NOTAM at least 24
hours in advance.

Controlling agency. USMC, Cherry Point
Approach Control.

Using agency. USMC, Commanding
General, U.S. Marine Corps Air Station,
Cherry Point, NC.

R-5303B Camp Lejeune, NC [New]

Boundaries. Beginning at lat. 34°41'40"N.,
long. 77°33'09"W.; to lat. 34°39'16"N., long.
77°28'31""W.; to lat. 34°36'51"'N., long.
77°29'01"W.; to lat. 34°36'13"N., long.
77°31'51"W.; to lat. 34°37'03"N., long.
77°35'25""W.; to lat. 34°38'49"'N., long.
77°37'31"W.; to the point of beginning.

Designated altitudes. 7,000 feet MSL to but
not including 10,000 feet MSL.

Time of designation. By NOTAM at least
24 hours in advance.

Controlling agency. USMC, Cherry Point
Approach Control.

Using agency. USMC, Commanding
General, U.S. Marine Corps Air Station,
Cherry Point, NC.

R-5303C Camp Lejeune, NC [New]

Boundaries. Beginning at lat. 34°41'40""'N.,
long. 77°33'09"W.; to lat. 34°39'16"N., long.
77°28'31"W.; to lat. 34°36'51""N., long.
77°29'01"W.; to lat. 34°36'13""N., long.
77°31'51"W.; to lat. 34°37'03"N., long.
77°35'25""W.; to lat. 34°38'49"'N., long.
77°37'31""W.; to the point of beginning.

Designated altitudes. 10,000 feet MSL to
but not including FL 180.

Time of designation. By NOTAM at least
24 hours in advance.

Controlling agency. FAA, Washington
ARTCC.

Using agency. USMC, Commanding
General, U.S. Marine Corps Air Station,
Cherry Point, NC.

R-5304A Camp Lejeune, NC [New]

Boundaries. Beginning at lat. 34°37'03"'N.,
long. 77°35'25"W.; to lat. 34°36'13"N., long.
77°31'51"W.; to lat. 34°36'51"N., long.
77°29'01"W.; to lat. 34°32'16"N., long.
77°30'13"W.; to lat. 34°29'43"N., long.
77°35'15"W.; to lat. 34°32'42"N., long.
77°34'54""W.; to the point of beginning.

Designated altitudes. Surface to but not
including 7,000 feet MSL, excluding the
airspace 1,500 feet AGL and below within a
3NM radius of Holly Ridge airport.

Time of designation. 0600-1800, Monday-
Friday; other times by NOTAM at least 24
hours in advance.

Controlling agency. USMC, Cherry Point
Approach Control.

Using agency. USMC, Commanding
General, U.S. Marine Corps Air Station,
Cherry Point, NC.

R-5304B Camp Lejeune, NC [New]

Boundaries. Beginning at lat. 34°37'03"N.,
long. 77°35'25"W.; to lat. 34°36'13"N., long.
77°31'51"W.; to lat. 34°36'51"N., long.
77°29'01"W.; to lat. 34°32'16"N., long.
77°30'13"W.; to lat. 34°29'43"N., long.
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77°35'15""W.; to lat. 34°32'42"'N., long.
77°34'54""W.; to the point of beginning.

Designated altitudes. 7,000 feet MSL to but
not including 10,000 feet MSL.

Time of designation. By NOTAM at least
24 hours in advance.

Controlling agency. USMC, Cherry Point
Approach Control.

Using agency. USMC, Commanding
General, U.S. Marine Corps Air Station,
Cherry Point, NC.

R-5304C Camp Lejeune, NC [New]

Boundaries. Beginning at lat. 34°37'03"'N.,
long. 77°35'25"W.; to lat. 34°36'13"N., long.
77°31'51"W.; to lat. 34°36'51""N., long.
77°29'01"W.; to lat. 34°32'16"'N., long.
77°30'13"W.; to lat. 34°29'43"N., long.
77°35'15"W.; to lat. 34°32'42"'N., long.
77°34'54""W.; to the point of beginning.

Designated altitudes. 10,000 feet MSL to
but not including FL 180.

Time of designation. By NOTAM at least
24 hours in advance.

Controlling agency. FAA, Washington
ARTCC.

Using agency. USMC, Commanding
General, U.S. Marine Corps Air Station,
Cherry Point, NC.

* * * * *

Issued in Washington, DC, on October 1,
1997.

John S. Walker,

Program Director for Air Traffic Airspace
Management.

[FR Doc. 97-26671 Filed 10-6-97; 8:45 am]
BILLING CODE 4910-13-P

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Parts 240 and 249
[Release No. 34-39176; File No. S7-21-96]
RIN 3235-AG99

Lost Securityholders

AGENCY: Securities and Exchange
Commission.

ACTION: Final rule.

SUMMARY: The Securities and Exchange
Commission is adopting Rule 17Ad-17
and Rule 17a—24 under the Securities
Exchange Act of 1934. Rule 17Ad-17,
which is designed to address the
problem of “lost securityholders,”
requires transfer agents to conduct
searches in an effort to locate lost
securityholders. Rule 17a—24, which is
designed to assist the Commission in
monitoring the effects of Rule 17Ad-17,
requires transfer agents to file
information on lost securityholders with
the Commission. The rules are designed
to reduce the number of lost
securityholders.

EFFECTIVE DATE: §8240.17Ad-17 and
240.17Ad-7(i) will be effective
December 8, 1997, and §8 240.17a-24

and 249b.102, the amendments to Form
TA-2 will be effective February 4, 1998.
FOR FURTHER INFORMATION CONTACT: Jerry
W. Carpenter, Assistant Director;
Christine Sibille, Senior Counsel; Jeffrey
Mooney, Attorney; or Theodore Lazo,
Attorney at 202/942-4187, Office of
Risk Management and Control, Mail
Stop 5-1, Division of Market Regulation,
Securities and Exchange Commission,
450 Fifth Street, NW., Washington, DC
20549.

SUPPLEMENTARY INFORMATION:
l. Introduction and Background

Transfer agents serve as the
custodians of securityholder records,
including records of securityholders’
addresses, for issuers. In this capacity,
transfer agents frequently are
responsible for disseminating
shareholder communications and
dividend and interest payments. For
various reasons, transfer agents
occasionally have outdated or incorrect
addresses for some securityholders
(“lost securityholders™).1 As a result,
these shareholders do not receive
dividend and interest payments to
which they are entitled. Generally,
issuers retain custody of such dividend
and interest payments, and if contact is
not reestablished with a securityholder
prior to the expiration of the appropriate
state’s escheat period, the issuer must
turn the securityholder’s assets over to
the state unclaimed property
administrator While various transfer
agents attempt to locate lost
securityholders, the extent and type of
efforts used very considerably from one
transfer agent to another.2 The
Securities and Exchange Commission
(“Commission”) believes that
establishing minimum search
requirements in this area will facilitate
locating lost securityholders.

On August 22, 1996, the Commission
issued for comment a release
(““Proposing Release’’) 3 proposing Rule
17Ad-174 and Rule 17a-245 under the
Securities Exchange Act of 1934
(““Exchange Act”’) and proposing
amendments to Rule 17Ad-7,6 which
were designed to address the problem of

1For example, some securityholders do not
provide a new address when they move.

2See Securities Exchange Act Release No. 37595
(August 22, 1996), 61 FR 44249 (release proposing
Rule 17Ad-17 and Rule 17a-24), note 13
(discussing the methods transfer agents currently
use to locate lost securityholders).

3|d. The Commission later extended the comment
period contained in the Proposing Release.
Securities Exchange Act Release No. 37949
(November 15, 1996), 61 FR 59046 (extending
comment period).

417 CFR 240.17Ad-17.

517 CFR 240.17Ad-24.

617 CFR 240.17Ad-7.

lost securityholders. Proposed Rule
17Ad-17 would require that transfer
agents exercise reasonable care,
including conducting data base
searches, in an effort to locate lost
securityholders.” The proposed
amendment to Rule 17Ad-7 set forth the
retention time periods for the records
relating to compliance with proposed
Rule 17Ad-17. Proposed Rule 17Ad-24
would have required certain entities
that hold assets for others (e.g., transfer
agents and broker-dealers) to file
annually with the Commission a list of
the social security numbers of all lost
securityholders contained in their
records. The Proposing Release also
requested comment on whether either
the Commission or a private entity
should create and operate a lost
securityholder data base.

The Commission received 57
comment letters from 52 commenters in
response to the Proposing Release.8 The
commenters in general expressed
support for proposed Rule 17Ad-17
although several commenters expressed
concerns about specific provisions of
the proposed rule. The commenters in
general expressed concern about
proposed Rule 17a—24. The Commission
is adopting Rule 17Ad-17 substantially
as proposed but with some
modifications to reflect commenters’
views and is amending Rule 17Ad-7 as
proposed. The Commission is adopting
proposed Rule 17a—24 with substantial
revisions and is making related changes
to Form TA-2° In addition, the
Commission has directed its staff to
review the operations of the adopted
rules after three years and to report back
to the Commission on its findings.

7The Proposing Release also discussed transfer
agents’ obligations under Rule 17Ad-10 to maintain
and keep current accurate master securityholder
files (defined below in note 10), which include
information such as securityholders’ names and
addresses. The Proposing Release concluded that
maintaining accurate securityholder files is one of
the most basic steps in addressing the lost
securityholder problem. The Commission believes
that conducting data base search for lost
securityholders pursuant to Rule 17Ad-17 will
enhance a transfer agent’s fulfillment of its
responsibilities under Rule 17Ad-10.

8The Commission received comment letters from
eighteen transfer agents, five trade associations
representing transfer agents, five individuals, three
corporations, one broker-dealer, two professional
search firms, and eighteen government entities. A
summary of comments has beem prepared by the
staff of the Division of Market Regulation. The
summary is included along with the comment
letters in Public File No. S7-21-96, which is
available for inspection and copying in the
Commission’s Public Reference Room, 450 Fifth
Street, NW., Washington, DC 20549.

9Form TA-2 is referenced in 17 CFR 249b.102.



52230

Federal Register / Vol. 62, No. 194 / Tuesday, October 7, 1997 / Rules and Regulations

I1. Discussion
A. Rule 17Ad-17: Obligation to Search

As adopted, Rule 17Ad-17 requires
that transfer agents exercise reasonable
care to ascertain the correct addresses of
all lost securityholders in their records.
At a minimum, transfer agents must
conduct two searches using an
information data base. In addition,
transfer agents may not use any service
designed to locate their lost
securityholders that results in a charge
to a securityholder until after the two
data base searches have been conducted.

1. Definition of Lost Securityholders

Rule 17Ad-17 generally defines a
““lost securityholder’ as a securityholder
to whom an item of correspondence that
was sent to the securityholder at the
address in the transfer agent’s master
securityholder file has been returned as
undeliverable.1° However, if a transfer
agent re-sends the returned item to the
securityholder within one month, the
transfer agent has the option to delay
classifying the securityholder as lost for
purposes of Rule 17Ad-17 until the
item is again returned to the transfer
agent as undeliverable. If and when a
transfer agent receives a new address for
a lost securityholder, either directly
from the securityholder or through the
transfer agent’s own efforts, the
securityholder will no longer be
classified as lost.

Under the definition as proposed, a
securityholder would have been
classified as lost only after two separate
items of correspondence mailed at least
three months apart had each been
returned as undeliverable. Commenters
in general were opposed to a
requirement that three months elapse
between the mailing of two
undeliverable items of correspondence,
stating that this approach would
increase costs by requiring transfer
agents to initiate new coding
mechanisms.1! In addition, some
commenters stated that continuing to
mail distributions to an incorrect
address increases risk of loss.
Commenters also noted that the
proposed definition of lost
securityholder could result in long

10 “*Master securityholder file” is defined in Rule
17Ad-9(b) as the official list of individual
securityholder accounts.

11 The Proposing Release noted that the three
month period was intended to give transfer agents
time to receive any delayed change of address
notifications prior to having to conduct searches.

delays before some shareholders are
defined as lost.12

The Commission believes that the
revised definition produces a more
consistent result as to when
shareholders are classified as lost.13 In
addition, the Commission understands
that some transfer agents have internal
procedures whereby they promptly
remail returned correspondence because
they have found such remailing
procedures to be beneficial in reducing
the number of lost securityholders.14
Therefore, the revised definition gives
transfer agents flexibility to delay
coding a securityholder as lost until
after the remailed item is returned as
undeliverable.

In addition, the Commission is
making minor technical amendments to
the proposed definition of lost
securityholder. For example, to take into
account future developments in the
methods used to disseminate
shareholder communications, the rule
no longer refers to returned
correspondence that were “‘sent by first
class mail.”

2. Transfer Agents’ Search Requirements
a. Type of Search

Rule 17Ad-17 requires every
recordkeeping transfer agent whose
master securityholder file includes
accounts of lost securityholders to
search for such securityholders’ current
address using at least one information
data base. The transfer agent’s search for
a lost securityholder must be based on
the taxpayer identification number
(““TIN”) or on the name of the lost
securityholder if a search based on TIN
is not reasonably likely to locate the lost
securityholder.

As originally proposed, the search
could be based on a securityholder’s
name if such a search was reasonably
likely to locate the lost securityholder.

12 For example, if an issue does not pay dividends
or interest, the only securityholder correspondence
may be the annual report. In such an instance, a
securityholder would not have been classified as
lost until a year after the first correspondence had
been returned as undeliverable.

13The revised definition avoids situations where
securityholders of issues with quarterly mailings
would have been defined as lost three months after
a correspondence was first returned as
undeliverable while securityholders of issues with
only annual mailings would not have been defined
as lost until a year after a correspondence was first
returned as undeliverable.

14 Transfer agents have found that some items are
returned as a result of the deliverer’s error rather
than an incorrect address and that remailing will
result in the securityholder receiving the item.

Commenters were divided as to the
advisability of such provision. While
most commenters agreed that TIN
searches are more effective, some
commenters argued that transfer agents
should have the flexibility to search by
name when advisable (e.g., when the
TIN is missing or incomplete). By
revising the requirement to permit name
searches only when a TIN search is not
reasonably likely to locate the lost
securityholder (e.g., when the TIN is
missing or incomplete), the Commission
believes transfer agents are afforded
sufficient flexibility to conduct the most
effective search.

b. Time Frames for Search

The rule as adopted also differs from
the proposal with respect to the time
frames in which the searches must be
conducted. As proposed, a transfer
agent would have had to conduct a
search within three months of a
securityholder being classified as lost. If
after the first search the securityholder
had continued to be classified as lost,
the proposal would have required
another search between 12 and 18
months after the initial search. Many
commenters suggested that conducting
an initial search three months after a
securityholder was classified as lost was
too soon for the data bases to be
updated, and that conducting a second
search between 12 and 18 months after
the first search was too long a period
from loss of contact.

As adopted, a transfer agent must
conduct the initial search between three
and 12 months of a securityholder being
classified as lost.15-16 |f the lost
securityholder is not found, the transfer
agent must conduct a second search
between six and 12 months after the
initial search.

Demonstrated below are time frames
in which the second search would need
to be conducted depending upon when
the first search occurred.

15-16 As discussed in the Proposing Release, the
Commission encourages transfer agents to take
immediate steps upon learning a shareholder’s
address may not be correct. Proposing Release, note
16. The Proposing Release discusses several
techniques that, while not required by the rule, may
be beneficial in reducing the number of lost
securityholders for which the transfer agent must
search. Proposing Release, note 13.

17 Between three to 12 months would have
elapsed between the first and second returned items
of correspondence, and the first search would have
had to be conducted within three months after the
return of the second item of correspondence.
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Lost

O

1st search at:
3 mos.
6 mos.
9 mos.

12 mos.

The second search is intended to take
advantage of address changes that may
have been added to the data base after
the initial search. The transfer agent
must conduct these searches without
charge to a lost securityholder.

Under the proposed rule, the time in
which transfer agents would have been
required to conduct the first search
would have depended on the frequency
of mailings associated with an issue.
(The first search would have had to be
conducted between three and 15 months
after the return of the first
correspondence based on whether the
issue had quarterly or annual
mailings.) 17

Because the timing of the search
requirements would have been
dependent upon the frequency of
issuers’ mailings, commenters noted
that transfer agents would not have had
much flexibility in determining when to
search for lost securityholders.

Under the adopted rule, the first
search must be conducted between three
to 12 months after the first
correspondence is returned. However,
unlike the proposed rule, transfer agents
may search at any time during this
period. As a result, transfer agents’
search requirements are triggered within
basically the same timeframes whether
there are quarterly or annual mailings,
but transfer agents will be better able to
use their discretion as to the most
appropriate time to conduct the
searches. Additionally, this revision
may permit transfer agents to conduct
more cost-effective searches by allowing
transfer agents to bundle together many
lost securityholders for submission to a
data base service which should lower
internal costs and increase the
likelihood that transfer agents will
qualify for volume discounts from data
base services.

c. Exceptions to the Search
Requirement

In the Proposing Release, the
Commission requested comment on
whether the requirement to search for
lost securityholders should apply only
when a lost securityholder’s account

17 Between three to 12 months would have
elapsed between the first and second returned items
of correspondence, and the first search would have
had to be conducted within three months after the
return of the second item of correspondence.

3 mos. 9 mos. 12 mos.

0« 1st Search— |

15 mos. 18 mos. 21 mos. 24 mos.

0« 2d Search— |
0« 2d Search— |

contained assets over some de minimis
amount.18 Many commenters agreed
that transfer agents should not be
required to expend funds to search for
a lost securityholder when the cost of a
search could exceed the amount in the
securityholder’s account. Although
varying de minimis amounts were
suggested, most commenters favored a
de minimis threshold of $100 per
account.

The Commission believes that there
should be a de minimis exception from
the search requirements that will allow
transfer agents to forgo searches that
would not be cost-effective. Based on
what the Commission understands to be
the low cost of data base searches,19 the
Commission is amending the proposed
rule to permit transfer agents to exclude
from the search requirements any lost
securityholder when the value of all
dividend, interest, and other payments
due to the securityholder plus the value
of all assets listed in the lost
securityholder’s account is less than
$25. The Commission believes that this
exemption will reduce the economic
impact of the rule on transfer agents
while still affording sufficient
protection to securityholders.20

In the Proposing Release, the
Commission noted that data base
searches generally are considered a cost-
effective way to locate lost
securityholders. The Commission
requested comment on the potential
effectiveness of the rule in addressing
the lost securityholder issue. The
request was intended to elicit comment
on situations where data base searches
would not be an appropriate method of
locating lost securityholders. One
commenter requested that exemptions
from the search requirement be created
for certain categories of securityholders

18|n calculating this amount, all assets in that
account for which the transfer agent maintains
records are included regardless of whether the
transfer agent is actually in possession of the
property. Therefore, the value of the assets in the
securityholder’s account includes dividends,
interest, and other payments due to the
securityholder and the value of any underlying
assets (e.g., the value of securities owned by the
shareholder as shown on the transfer agent’s
records).

19 Refer to Section IV below for a discussion of
the cost of data base searches.

20 Some commenters stated that for efficiency
reasons some transfer agents will search for all lost
securityholders.

0~ 2d Search— |
0« 2d Search— |

that will not be reached through an
electronic data base search, specifically
any lost securityholder (1) whose last
known address is outside of the United
States; (2) whose account has a missing
or incomplete TIN; (3) which is not a
natural person (e.g., a corporation); or
(4) who is known to be deceased.

Based on this request and on
additional research into the capabilities
of existing commercial data bases, the
Commission has decided to create an
exemption from the search requirements
for securityholders for whom the
transfer agent has received
documentation of their death 21 and an
exemption for securityholders which are
not natural persons. The Commission
understands that the data bases relied
upon by most transfer agents do not
contain information on estates or heirs
and that there is no automated method
by which such information can be
obtained. 22 Securityholders which are
not natural persons likewise cannot be
located easily through the use of
information data bases and comprise a
minuscule percentage of the total
amount of lost securityholders.

The Commission is not adopting the
other suggested exemptions because
data base searches for those categories of
lost securityholders could in many cases
be effective. For example, although the
Commission understands that most data
bases currently do not contain the
names of individuals living outside of
the United States, it is possible that a
securityholder with a foreign last known
address was only temporarily living out
of the country and that a data base
search will provide an updated
domestic address.

With respect to the commenter’s
request for an exemption for
securityholders with missing or
incomplete TINs, the adopted rule
permits transfer agents to conduct a
search based on a lost securityholder’s
name when a search based on a TIN is
not reasonably likely to locate a lost

21 Such documentation may consist of a report
received from an information data base.

22The Commission has been informed that in the
future some information data bases may be updated
to include beneficiary data. If a low cost method of
determining a deceased’s beneficiary becomes
available, the Commission may reexamine the
application of search requirements to this category
of securityholder.
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securityholder. Therefore, the
Commission also believes that no
exemption should be created for
accounts with missing TINSs.

d. Assessment of Procedures

In the Proposing Release, the
Commission requested comment on
whether the rule should include (1) a
requirement that transfer agents
periodically assess the effectiveness and
appropriateness of the search
procedures and technology they
employ, and/or (2) a requirement that
transfer agents’ search procedures meet
a performance standard based on
success in locating lost securityholders.
Most commenters that addressed the
issue generally did not support adopting
a strict application of this requirement.
For example, some commenters believe
that transfer agents should not have an
absolute requirement to locate a certain
percentage of their shareholders because
the results of the searches frequently
were outside of their control. While the
adopted rule does not specifically
contain such requirements, the
Commission believes that transfer
agents should bear these concepts in
mind in determining whether they have
met their obligation to exercise
reasonable care under Rule 17Ad-17(a).
For example, if a transfer agent is using
a data base service that routinely fails to
locate any or that locates only a very
small percentage of lost securityholders,
the transfer agent should evaluate
whether the use of such service
constitutes the exercise of reasonable
care.

3. Definition of Information Data Base

As proposed, Rule 17Ad-17 would
have defined an information data base
as any automated data base service that
(1) contains addresses of U.S. residents,
including addresses in the geographic
area in which the lost securityholder’s
last known address is located, (2) covers
a reasonably broad geographic area, (3)
is indexed by TIN or by name, and (4)
is updated at least four times a year. The
Commission has revised the definition
based on commenters’ suggestions. The
first requirement has been revised to
require that the data base contain
addresses from the entire United States.
The second requirement has been
revised to require that the data base
contain names of at least 50% of the
U.S. adult population. The third
requirement also has been revised to
clarify that an information data base
must be indexed by TINs if a TIN search
is used or by name if a name search is
used. The fourth requirement is adopted
as proposed. The revisions are intended
to preclude the use of a data base that

contains a small number of names but
covers a broad geographic area or one
that contains a large number of names
but covers only a small geographic area.

The Commission also is adopting an
alternative standard that will provide
flexibility to transfer agents in fulfilling
their obligations to search for lost
securityholders. The alternative will
permit transfer agents to use any service
to locate lost securityholders if that
service produces comparable results to
the information data base described
above. As part of their obligation to
maintain records discussed below, a
transfer agent relying on this alternative
would be required to develop written
procedures documenting and describing
the alternative service used.

4. Use of Professional Search Firms

The Proposing Release discussed the
current practice of some transfer agents
to use professional search firms that
charge a lost securityholder a fee for
locating the lost securityholder’s assets.
As proposed and as adopted, Rule
17Ad-17 will prohibit a transfer agent
from using any service to locate a
securityholder that results in a charge to
the securityholder until after the two
data base searches required by the rule
have been conducted. While a few
commenters argued against the
proposed prohibition, many
commenters supported the provision
with some arguing for additional
restrictions.

Although the more extensive search
techniques employed by professional
search firms may locate some
securityholders that the data base
searches will not locate, the charges of
such firms can cost a securityholder a
significant portion of his or her assets.
The Commission believes that transfer
agents should make efforts (i.e., the
search provisions of Rule 17Ad-
17(a)(1)) to locate lost securityholders
before permitting services to charge
them for reuniting them with their
assets. Therefore, the Commission is
adopting Rule 17Ad-17(a)(2) as
proposed to delay transfer agents’ use of
professional search firms where the
charge is assessed to the securityholder
until after a transfer agent has
completed two searches under Rule
17Ad-17.23

5. Verification of Securityholder

In order to guard against delivery of
distributions to an incorrect recipient,

23 Because a professional search firm that charges
a fee to the transfer agent rather than to lost
securityholders could qualify as an information
data base search under the rule, professional search
firms could be used to satisfy the transfer agent’s
search obligation under Rule 17Ad-17.

the Commission recommended in the
Proposing Release that transfer agents
should verify that the person at the
newly obtained address is in fact its
account holder before disbursing
securities or funds. One commenter
expressed concern that requiring a
transfer agent to confirm a
securityholder’s identity may restrict
the transfer agent’s ability to correct its
master securityholder file because some
shareholders may fail to return
verification forms. The language in the
Proposing Release was not intended to
mandate a particular procedure. Instead,
it was intended to highlight the need for
transfer agents to use care prior to
disbursement of securityholder funds.
Prior to disbursing funds or to updating
their master securityholder files,
transfer agents should determine
whether such action is appropriate
based on all relevant factors.

B. Rules 17Ad-7 and 17Ad-17:
Recordkeeping Requirements

Rule 17Ad-17 requires that all
recordkeeping transfer agents maintain
records to demonstrate their compliance
with the requirements under the rule.
Paragraph (i) is being added to Exchange
Act Rule 17Ad-7 to require that transfer
agents maintain the records required by
Rule 17Ad-17 for a period of not less
than three years and that transfer agents
maintain these records in an easily
accessible place during the first year.24

In the Proposing Release, the
Commission suggested that transfer
agents document the date each
securityholder is classified as lost and
the date the data base searches are
conducted. One commenter interpreted
this discussion to be a requirement that
such dates be recorded on each lost
securityholder’s individual account
record. This commenter stated that this
requirement could require costly
systems upgrades and that transfer
agents instead should be allowed to
demonstrate that data base searches
have been conducted by referencing
procedures that are in place and that
reasonably assure that the searches are
conducted on a timely basis. The
language in the Proposing Release was
not intended to specify the
recordkeeping method to be used by
transfer agents. Rather it was intended
to provide flexibility to transfer agents
to create systems that adequately
demonstrate compliance with Rule
17Ad-17. However, the Commission
does not believe that referencing

24 Rule 17Ad-7 sets forth the lengths of time and
the methods by which transfer agents must
maintain the records which they are required to
keep pursuant to Exchange Act Rules 17Ad-6, 17f—
2, and 17Ad-17.
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procedures without any specific
documentation demonstrating that
searches have been appropriately
conducted is adequate.

The Commission also is adding
language to Rule 17Ad-17 to clarify that
transfer agents must maintain written
procedures on how they will comply
with the rule. The amendment to the
rule is intended to give transfer agents
more guidance on what the minimum
recordkeeping requirements are while
still providing flexibility to determine
the most efficient method of
demonstrating compliance with the
requirements of the rule.

C. Rule 17a-24: Lost Securityholder
Data

In the Proposing Release, the
Commission also discussed the creation
of a data base that would contain
information (e.g., TINs) on all lost
securityholders. Proposed Rule 17a—-24
would have required certain entities
that hold assets for others (e.g., transfer
agents and broker-dealers) to file
annually with the Commission a list of
the TINs of all lost securityholders
contained in their records. The
Commission also requested comment on
whether the Commission or its delegee
should create and operate a lost
securityholder data base or whether the
Commission should release the
information it received under Rule 17a—
24 to the public to permit private
entities to create data bases.

Most commenters were opposed to
the creation of a lost securityholder data
base. Many commenters believed that
the data base would result in a loss of
privacy for securityholders. Other
commenters suggested that the data base
could result in fraudulent claims.
Finally, some commenters opined that
the data base would be of limited utility
because it would require that
securityholders take the initiative to
discover whether they had any
unclaimed assets.

In response to concerns expressed by
commenters, the Commission has
determined to adopt proposed Rule
17a—24 with revisions that will only
require the reporting of certain aggregate
data. As noted in the Proposing Release,
the Commission believes that there is a
need to gather data on lost
securityholders in order to obtain better
information as to the extent to which
lost securityholders are not receiving
assets to which they are entitled and to
assess the effectiveness of search
techniques employed by transfer
agents.25 Similar to the proposed rule,
the final rule will require each

2561 FR at 44252-44253.

recordkeeping transfer agent to file
annually with the Commission
information on lost securityholders
contained in the transfer agent’s
records.26 However, the Commission
has determined to require transfer
agents to submit only aggregate data
regarding the accounts of lost
securityholders instead of the
individual data that would have been
required by proposed Rule 17a—24. This
aggregate information would have been
available by totaling the information
that would have been required by
proposed Rule 17a—24 or currently is
readily accessible by transfer agents.

Specially, the Commission is revising
proposed Rule 17a—24 to require
registered transfer agents to disclose the
aggregate number of lost securityholder
accounts as of June 30 of each year and
the percentage of total accounts
represented by such lost securityholder
accounts. These figures would be
reported for specified periods of time:
one year or less, three years or less, five
years or less, or greater than five years.27
The Commission also is requiring
information on lost securityholder
accounts that escheat to state unclaimed
property administrators on an annual
basis. To facilitate the reporting of this
information, the Commission is
amending Exchange Act Form TA-2,28
the annual report of registered transfer
agents. The Commission believes that
this will be the least burdensome and
most efficient way for transfer agents to
comply with the revised rule.

The Commission believes that revised
Rule 17a-24 is preferable to the rule as
proposed at this time. The aggregate
information required by the adopted
rule should, as a result of Rule 17Ad—
17, be readily available to transfer
agents. Moreover, the collection of
aggregate data, rather than taxpayer
identification numbers or other personal
data, ameliorates privacy concerns
raised by some commenters. In addition
to not requiring individual data, the
revised rule will enable the Commission
to better monitor the effectiveness of
Rule 17Ad-17 over time and determine
whether additional measures are
necessary to find lost securityholders.
Finally, the Commission has narrowed
the scope of the rule. Unlike the
proposed rule which would have

2661 FR at 44253.

27 The Commission requested comment in the
Proposing Release on whether the filing
requirement should include information concerning
the length of time securityholders have been lost.
61 FR at 44253.

28 Pursuant to Exchange Act Rule 17Ac2-2,
registered transfer agents are required to file an
annual report on Form TA-2 by August 31 of each
calendar year. 17 CFR 240.17Ac2-2.

applied to any recordkeeping broker-
dealer or transfer agent, as adopted Rule
17a—24 applies only to recordkeeping
transfer agents. The Commission
believes that a narrower focus is
preferable at this time.

I11. Regulatory Flexibility Analysis

The following discussion summarizes
the Commission’s Final Regulatory
Flexibility Analysis (“FRFA”) in
accordance with the Regulatory
Flexibility Act (“RFA’) 29 in connection
with Rule 17Ad-17, Rule 17a—-24, and
the related amendments to Rule 17Ad—
7 adopted today. A complete copy of the
FRFA may be obtained by contacting
Theodore Lazo, Attorney, Division of
Market Regulation, U.S. Securities and
Exchange Commission, 450 Fifth Street,
NW., Washington, DC 20549 at 202/
942-4187.

The FRFA explains both the need for
and the objectives of the rules adopted
by the Commission. As set forth in
greater detail in the FRFA, the adopted
rules with establish minimum standards
for all transfer agents with respect to
lost securityholders and may help the
Commission to monitor the
effectiveness of these standards. The
FRFA further explains that the
Commission believes that imposing an
affirmative obligation on transfer agents
to search for lost securityholders is in
the public interest and will enhance
investor protection.

The FRFA also (i) summarizes the
significant issues raised by public
comments in response to the
Commission’s Initial Regulatory
Flexibility Analysis (“IRFA™), (ii)
summarizes the Commission’s
assessment of such issues, and (iii)
states any changes made in the
proposed rules as a result of such
comments. As noted in the FRFA, none
of the comment letters received related
directly to the IRFA, but seven
commenters supplied data on the costs
of proposed Rule 17Ad-17.30 As
discussed in the FRFA, the Commission
believes that most of this cost data is
overstated because it includes costs not
created by the rule. The Commission
also believes that the revisions to
proposed Rule 17Ad-17 (e.g., the
extended time frames for conducting
searches and the exceptions to the
search requirements) will eliminate any
excess costs of compliance with the rule
that commenters contended would
arise. The FRFA also notes that Rule

295 U.S.C. 601-612.
30 The cost data that the Commission received is
discussed more fully in Section IV below.
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17a—24 has been revised to minimize
the costs to all transfer agents.

The FRFA also provides a description
of and an estimate of the number of
small entities to which the rule will
apply. The FRFA states that the
Commission estimates that 413
registered transfer agents qualify as
“small entities’” and will be subject to
the requirements of the rule.

As required by the RFA, the FRFA
describes the projected reporting,
recordkeeping, and other compliance
requirements of the rule and includes as
estimate of the classes of small entities
that will be subject to the requirements
and the type of professional skills
necessary for preparation of the reports
or records. As discussed above, Rule
17Ad-17 does not require any specific
type of recordkeeping other than that
which is necessary to demonstrate
compliance with the rule, including
establishing written procedures with
respect to compliance with the rule. The
FRFA states that the Commission
believes that Rule 17Ad-17 as adopted
provides sufficient flexibility for all
transfer agents, including transfer agents
which are small entities, to maintain
records in the most cost-effective
manner. The FRFA also states that the
Rule 17a-24 as adopted will require
transfer agents to report aggregate data
regarding their lost securityholder
accounts and that the Commission
believes that such records will be
readily available to transfer agents.

The FRFA also describes the steps the
Commission has taken to minimize the
significant economic impact on small
entities consistent with the stated
objectives of applicable statutes (e.g.,
alternative standards for small entities).
As discussed further in the FRFA, the
Commission has amended proposed
Rule 17Ad-17 to provide additional
flexibility to all transfer agents,
including smaller transfer agents. In
addition, the Commission has attempted
to devise the most reasonable and
simplest approach that would afford
transfer agents as affective means to
reduce the number of lost
securityholders. The FRFA further
explains that the Commission requested
comment on the adoption of a
requirement that transfer agents use
search techniques based on their
periodic assessment or a requirement
that transfer agents’ search procedures
meet a performance based standard. In
light of the comments received on the
issue, the Commission is not adopting a
periodic assessment requirement or a
performance based standard. However,
the Commission has revised the
proposed rule to permit transfer agents
to use any combination of services to

local lost securityholders that provides
a comparable result to an information
data base.

As detailed in the FRFA, the
Commission has decided not to create
an exception to Rule 17Ad-17 for small
entities. The FRFA explains that the
Commission believes that any increased
costs incurred by small entities because
of the rule will be reasonable and are
justified by the necessity to ensure that
all securityholders receive the same
level of investor protection. While the
Commission has decided not to create
an exception to the rule for small
entities, the adopted rule does provide
a de minimis exception for lost
securityholders whose accounts hold
assets of less than $25. The Commission
believes that small transfer agents will
likely rely on the de minimis exception
more than large transfer agents.31

With respect to Rule 17a-24, the
FRFA notes that the Commission has
amended the proposed rule to reduce
the reporting burden on all transfer
agents and to minimize the compexity
and operational burden of the
requirements. Finally, the Commission
states that any increased costs are
justified by the need to monitor the
effectiveness of Rule 17Ad-17.

Based on the analysis contained in the
FRFA, the Commission believes that the
adopted rules will not adversely affect
small entities and include sufficient
regulatory flexibility for compliance to
minimize the impact on small entities.
The FRFA is available for public
inspection in File No. S7-21-96, and a
copy may be obtained by contacting
Theodore Lazo, U.S. Securities and
Exchange Commission, 450 Fifth Street,
NW, Mail Stop 5-1, Washington, DC
20549.

V. Costs and Benefits of the Rules and
Their Effects on Competition,
Efficiency, and Capital Formation

Section 23(a)(2) of the Exchange
Act 32 requires the Commission, in
adopting rules under the Exchange Act,
to consider the competitive effects of
such rules and to make a determination

31 The Commission understands that small
transfer agents tend to provide services to issuers
with smaller prices per share. On occasion, when
shareholders sell their positions, they fail to
completely close out their account. As a result, they
may leave an account holding only a few shares or
the most recent dividend payment. Because a few
shares of a smaller issuer is more likely to be under
the de minimis amount than a few shares of a larger
issuer, the Commission believes that the de minimis
exception may be more beneficial to small transfer
agents. Some large transfer agents also have stated
that because it is more cost efficient to search for
all of their lost securityholders than to segregate out
the small accounts, they probably will not use the
exemption.

3215 U.S.C. 78w(a)(2).

whether any burden on competition is
necessary or appropriate in furthering
the purposes of the Exchange Act.
Furthermore, section 3 of the Exchange
Act33 as amended by the recently
enacted National Securities Markets
Improvement Act of 1996 (‘‘Markets
Improvement Act’’) 34 provides that
whenever the Commission is engaged in
rulemaking and is required to consider
or determine whether an action is
necessary or appropriate in the public
interest, the Commission also shall
consider, in addition to the protection of
investors, whether the action will
promote efficiency, competition, and
capital formation.

The Commission has considered Rule
17Ad-17 and Rule 17a—24 in light of the
standards cited in sections 3 and
23(a)(2) of the Exchange Act and
believes that for the reasons stated
herein, the adoption of the rules will (i)
promote efficiency for securityholder
recordkeeping by subjecting all transfer
agents to the same flexible rules
governing searches for lost
securityholders and reporting
information to the Commission related
to such searches, (ii) not adversely affect
capital formation because it relates
solely to post-issuance activity, and (iii)
not impose any burden on competition
not necessary or appropriate in
furtherance of the Exchange Act.

In the Proposing Release, the
Commission stated its view that the
proposed Rule 17Ad-17 would not have
a significant impact on transfer agent
competition. All transfer agents will be
subject to the same specified minimum
standard for reasonable care in
attempting to locate securityholders
with whom contact has been lost. As
discussed below, the cost of compliance
with the proposed rule is minimal, and
for many transfer agents that currently
conduct securityholder searches using
an information data base, the proposed
rule will impose no additional cost.
Because a transfer agent’s cost of
compliance generally is based upon the
number of securityholders it must
attempt to locate, transfer agents,
regardless of their size, should incur
comparable relative costs in exercising
comparable care. On average,
compliance costs should be roughly
proportional to the number of
securityholder records maintained by
the transfer agent.

One commenter stated that the rule as
proposed could have an anticompetitive
effect because the costs could cause
additional transfer agents to abandon an

3315 U.S.C. 78c.
34Pub. L. 104-290, section 106, 110 Stat. 3416
(1996).
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already contracting market. However,
this commenter did not provide any
detail as to the burden created by the
rule or why such burden should
disproportionately affect certain transfer
agents. The Commission believes that
the rule as adopted has been drafted so
as to provide the maximum flexibility to
transfer agents to meet their obligations
in the most cost-effective manner
possible. After careful consideration of
the commenter’s views, the Commission
has determined that Rule 17Ad-17 will
not impose any burden on competition
not necessary or appropriate in
furtherance of the Exchange Act.

In the Proposing Release, the
Commission estimated compliance costs
to the industry of approximately
$750,000, based on an estimated cost of
$3.00 per account and a total estimated
250,000 lost securityholder accounts.
Based on more recent data obtained
from several large transfer agents, the
Commission has revised its cost
estimate per account to $3.38 the first
year and $1.79 per account in the
following years. Significantly, based on
its most recent information, the
Commission now believes that there
may be as many as 3 million lost
securityholder accounts. Due primarily
to this change in estimated lost
securityholder accounts, the
Commission’s revised estimate of the
aggregate costs to the industry are one
time compliance costs of $4.6 million
and annual compliance costs of $5.2
million.

The Commission received seven
comment letters that provided specific
cost estimates. One commenter
estimates (assuming one search and
match) that the cost of locating an
account will be approximately $6.00,
which includes out-of-pocket postage,
staff, and computer time. A second
commenter states that vendor prices for
data base searches may vary widely and
that the actual cost per account will
range from $5.00 to $12.00.35 A third
commenter estimates an aggregate cost
of as much as $4.75 for each lost
securityholder and total initial
programming costs of $150,000.36 Two
commenters estimate that charges from
firms for data base searches range from
$2.00 per account to approximately

35The commenter’s estimates include the cost of
the data base search itself plus such items as system
processing expenses to generate the search and to
receive the matched file from the data base vendor;
printing and mailing expenses; handling and other
related charges for returned items; and expenses for
replacement of uncashed checks and lost securities.

36 The estimate of $4.75 is based on postage, data
base charges, and an increase in processing staff by
two full time positions. Currently, this commenter
conducts periodic searches for its lost
securityholders.

$1.00 per account for tape files. Another
commenter anticipates that the costs of
complying with the rule will exceed
$100,000 in additional labor costs
together with software and hardware
costs each year. Another commenter
estimates that the cost per account for
using an information data base ranges
from less than $.10 when using a CD
ROM to as much as $1.70 to use a third
party vendor data base.

The Commission believes that the
estimates higher than the Commission’s
estimate of $3.38 per lost account
overstate the costs involved because the
figures include expenses not related to
the rule or which are required already
as a part of the transfer agent’s duties
(e.g., the cost of shareholder mailings).
Furthermore, the Commission believes
that compliance with the rule as it is
being adopted will not require transfer
agents to incur any substantial costs
with respect to additional labor,
hardware, or software because the rule’s
requirements regarding coding
securityholders as lost are consistent
with current state escheatment laws.
Such state laws also require transfer
agents to be able to produce information
on lost securityholders for annual filings
with the state, and therefore transfer
agents’ computer systems currently
should be capable of producing lists of
lost securityholders to provide to the
data bases. Thus, the Commission
believes that transfer agents’ current
computer systems should not require
significant changes in order to comply
with the rule.

Further, the Commission has
amended the proposal so as to lower the
cost of compliance with the rule. For
example, the Commission has created a
de minimis exception to the rule
because searches for accounts with
lesser values would not produce as great
a benefit (i.e., the cost of locating such
securityholders would be a much larger
percentage of the assets to be returned).
In addition, the Commission has
amended the rule to be more consistent
with current state law requirements by
eliminating the requirement that three
months elapse between two mailings
prior to coding a securityholder as lost.
Accordingly, the Commission is
retaining its estimate of $3.38 per
account in the first year and $1.79 per
account in the following years.

The Commission believes that the cost
of the rule will be outweighed by its
benefits. The rule will create a uniform
standard applicable to all transfer agents
thus ensuring that all investors have the
opportunity to the reunited with their

assets.37 In addition, the rule will
guarantee that transfer agents make at
least two attempts to locate lost
securityholders before forwarding
names to a search firm that may result
in substantial charges to the
securityholder. Thus, the rule should
help investors recover a greater
percentage of their assets.

Based on comments received, the
Commission believes that the number of
lost securityholders compared to total
accounts held by transfer agents is
small, approximately 1.34%. However,
the actual dollar amount of those assets
can be significant. The Commission
believes that the total value of assets
held in accounts coded as ““lost”” may in
fact exceed $450 million.38

The Commission believes that Rule
17Ad-17 mandates a cost-effective
means for locating lost securityholders.
Because of the de minimis exception,
transfer agents are not required to search
for lost securityholders unless their
accounts are worth $25 or more. The
Commission believes that the rate of
success for data base searches is at least
60%.3° Thus, even if every account of
lost securityholders was worth only $25,
the rule would provide an average
benefit of $15 per lost securityholder
account (i.e., 60% of $25). This
estimated benefit is larger than any
commenter’s estimate of the per account
cost of data base searches.40
Futhermore, because the value of many
accounts will exceed $25, the
Commission expects that the actual
benefit will be higher.

The Commission has considered the
substantial likely benefits that investors

37 Some transfer agents currently attempt to locate
lost securityholders, but the extent and type of
efforts used vary greatly among transfer agents. In
some cases, transfer agents forward the names of
lost securityholders directly to professional search
firms, in which case the securityholder must pay a
fee to regain its assets. In other cases, the transfer
agent searches for lost securityholders only if the
search are authorized and paid for by the issuer.

38 The data cited in this paragraph is based on a
limited informal survey of several large transfer
agents.

39 The Commission staff contacted several
transfer agents to obtain an estimated success rate.
Only one of the transfer agents contacted currently
uses data base searches to find lost securityholders.
That transfer agent, which has been conducting
searches on a monthly basis for over a year, stated
that its success rate using data base searches is
never less than 75% and sometimes is as high as
94%. For purposes of the cost-benefit analysis, the
Commission is assuming a 60% success rate in
order to be conservative.

40 One commenter stated that the per account cost
could be as high as $12.00. However, as discussed
above, the Commission believes that this estimate
includes many costs not created by the rule. Also,
as noted above, the Division of Market Regulation
estimates the average cost of data base searches
required by the rule will total only $3.38 per
account in the first year and $1.79 per account in
the following years.
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will receive from adoption of the rule
and the additional cost the rule will
impose on transfer agents. The
Commission has decided to adopt the
rule given the lack of consistent
standards currently in effect with
respect to lost securityholders and the
relatively minor cost per account
imposed by the rule. In consideration of
cost, the Commission has designed the
final rule to give transfer agents
maximum flexibility to comply with the
rule’s requirements and to minimize
their search and recordkeeping
expenses.

Rule 17a—24 as adopted differs from
the proposed rule. Because the adopted
rule requires that information be
reported on a form that all transfer
agents subject to the rule are required to
file, the rule should not create an
additional filing burden. In addition, the
information that the reporting transfer
agents must file should be currently
available to such transfer agents.41 Thus,
because the rule should not create any
significant costs to transfer agents, the
Commission has determined that Rule
17a-24 will not impose any burden on
competition not necessary or
appropriate in furtherance of the
Exchange Act.

In addition, the Commission believes
that the benefits of the rule justify the
costs. The benefits of the rule are to
provide the Commission with
information to determine whether
transfer agents are more successful in
locating lost securityholders and,
therefore, whether Rule 17Ad-17 is
effective. The costs of compliance with
Rule 17a-24 should be limited to the
costs involved in compiling the
information required to be reported
once a year.

V. Paperwork Reduction Act

As set forth in the Proposing Release,
Rule 17Ad-17 and Rule 17a—24 contain
collections of information within the
meaning of the Paperwork Reduction
Act of 1995 (““PRA").42 Accordingly, the
collection of information requirements
contained in the rules and related
amendments were submitted to the
Office of Management and Budget
(“OMB”) for review and were approved
by OMB which assigned the following
control numbers: Rule 17Ad-17, control
number 3235-0469; and Rule 17a-24,
control number 3235-0470.43 The

41 Transfer agents must record which of their
securityholders are lost and the date that such
securityholders become lost in order to comply
with state escheatment laws.

4244 U.S.C. 3501 et seq.

43Rule 17Ad-7 was previously submitted to
OMB, which approved the rule and assigned the
following control number 3235-0136.

collection of information requirements
are in accordance with Section 3507 of
the PRA.44 An agency may not conduct
or sponsor and a person is not required
to respond to a collection of information
unless the agency displays a valid OMB
control number.

The collections of information under
Rule 17Ad-17, Rule 17a—24, and Rule
17Ad-7 are mandatory. As described in
more detail above and in the Proposing
Release, the collections of information
are necessary to enable recordkeeping
transfer agents, as the usual custodians
of the records that determine the
ownership of securities and the
entitlement to corporate distributions, to
reduce significantly the number of lost
securityholders and for the Commission
to monitor compliance with the rule.
The Commission may review this
information during periodic
examinations or with respect to
investigations. The records required to
be filed with the Commission and any
records required to be kept pursuant to
these rules that are requested by and
submitted to the Commission will be
kept confidential to the extent permitted
by the Freedom of Information Act 45
and the Privacy Act of 1974.46

Based upon further review of the
disclosure and recordkeeping changes
required by Rule 17Ad-7, the
Commission is retaining its burden
estimates for the collection of
information under that rule. Thus, the
description and estimated burden of the
collection of information requirement
under Rule 17Ad-7 have not changed
and are set forth in the Proposing
Release.

Originally, the Commission estimated
compliance costs of Rule 17Ad-17 to
the industry of approximately $750,000,
based on an estimated cost of $3.00 per
account and a total estimated 250,000
lost securityholder accounts. Based on
comments received questioning the
Commission’s original burden estimate,
the Commission obtained more recent
data from several large transfer agents.
As a result, the Commission has revised
its cost estimate per account to $3.38 the
first year and $1.79 per account in the
following years. Significantly, based on
its most recent information, the
Commission now believes that there
may be as many as 3 million lost
securityholder accounts. Due primarily
to this change in estimated lost
securityholder accounts, the
Commission’s revised estimate of the
aggregate costs to the industry are one
time compliance costs of $4.6 million

4444 U.S.C. 3507.
45U.S.C. 552.
465 U.S.C. 552a.

and annual compliance costs of $5.2
million.

Due to the changes in Rule 17a-24 as
adopted and the corresponding changes
on Form TA-2, the Commission will be
resubmitting its collection of
information requirement to OMB for
review and approval.

VI. Statutory Basis

Pursuant to section 17A(d)(1) of the
Exchange Act, 15 U.S.C. 78a—1(d)(1), the
Commission amends Rule 17Ad-7 and
Form TA-2 and adopts Rule 17Ad-17
and Rule 17a-24 in Chapter Il of Title
17 of the Code of Federal Regulations.

List of Subjects in 17 CFR Parts 240 and
249

Reporting and recordkeeping
requirements; Securities; Transfer
agents.

Text of the Amendments

For the reasons set out in the
preamble, the Commission amends Title
17, Chapter Il of the Code of Federal
Regulations to read as follows:

PART 240—GENERAL RULES AND
REGULATIONS, SECURITIES
EXCHANGE ACT OF 1934

1. The authority citation for part 240
continues to read in part as follows:

Authority: 15 U.S.C. 77c, 77d, 779, 77j,
77s, 77z-2, 7T7eee, 77999, 77nnn, 77sss, 77ttt,
78c, 78d, 78f, 78i, 78j, 78k, 78k-I, 781, 78m,
78n, 780, 78p, 78q, 78s, 78u-5, 78w, 78X,
78l1(d), 799, 79t, 80a-20, 80a—23, 80a—29,
80a—37, 80b—3, 80b—4 and 80b—11, unless
otherwise noted.

* * * * *

2. By adding § 240.17a—24 to read as
follows:

§240.17a-24 Reports of lost
securityholders.

(a) Each recordkeeping transfer agent
shall file with the Commission on Form
TA-2 (17 CFR 249b.102) the following
aggregate information with respect to
lost securityholder accounts contained
on such transfer agent’s master
securityholder files:

(1) The total number of lost
securityholder accounts and the
percentage of lost securityholder
accounts compared to total number of
accounts contained on the transfer
agent’s master securityholder files.

(2) The information required by
paragraph (a)(1) of this section shall be
provided separately for securityholders
lost one year or less, three years or less,
five years or less, and more than five
years and for securityholders whose
assets which have escheated to
unclaimed property administrators
within the last calendar year.
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(b) For purpose of this section, lost
securityholder means a securityholder:

(1) To whom an item of
correspondence that was sent to the
securityholder at the address contained
in the transfer agent’s master
securityholder file has been returned as
undeliverable; provided, however, that
if such item is re-sent within one month
to the lost securityholder, the transfer
agent may deem the securityholder to be
a lost securityholder as of the day the re-
sent item is returned as undeliverable
and

(2) For whom the transfer agent has
not received information regarding the
securityholder’s new address.

3. Section 240.17Ad-7 is amended by
adding paragraph (i) to read as follows:

§240.17Ad-7 Record retention.

* * * * *

(i) The records required by
§240.17Ad-17(c) shall be maintained
for a period of not less than three years,
the first year in an easily accessible
place.

4. Section 240.17Ad-17 is added to
read as follows:

§240.17Ad-17 Transfer agents’ obligation
to search for lost securityholders.

(a)(1) Every recordkeeping transfer
agent whose master securityholder file
includes accounts of lost
securityholders shall exercise
reasonable care to ascertain the correct
addresses of such securityholders. In
exercising reasonable care to ascertain
for its master securityholder file such
lost securityholders’ current addresses,
each recordkeeping transfer agent shall
conduct two data base searches using at
least one information data base service.
The transfer agent shall search by
taxpayer identification number or by
name if a search based on taxpayer
identification number is not reasonably
likely to locate the securityholder. Such
data base searches must be conducted
without charge to a lost securityholder
and with the following frequency:

(i) Between three and twelve months
of such securityholder becoming a lost
securityholder and

(ii) Between six and twelve months
after the transfer agent’s first search for
such lost securityholder.

(2) A transfer agent may not use a
search method or service to establish
contact with lost securityholders that
results in a charge to a lost
securityholder prior to completing the
searches set forth in paragraph (a)(1) of
this section.

(3) A transfer agent need not conduct
the searches set forth in paragraph (a)(1)
of this section for a lost securityholder
if:

(i) It has received documentation that
such securityholder is decreased or

(if) The aggregate value of assets listed
in the lost securityholder and all
securities owned by the lost
securityholder as recorded in the
transfer agent’s master securityholder
files, is less than $25; or

(iii) The securityholder is not a
natural person.

(b) For purposes of this section:

(1) Information data base service
means either:

(i) Any automated data base service
that contains addresses from the entire
United States geographic area, contains
the names of at least 50% of the United
States geographic area, contains the
names of at least 50% of the United
States adult population, is indexed by
taxpayer identification number or name,
and is updated at least four times a year;
or

(i) Any service or combination of
services which produces results
comparable to those of the service
described in paragraph (b)(1)(i) of this
section in locating lost securityholders.

(2) Lost securityholder means a
securityholder:

(i) To whom an item of
correspondence that was sent to the
securityholder at the address contained
in the transfer agent’s master
securityholder file has been returned as
undeliverable; provided, however, that
if such item is re-sent within one month
to the lost securityholder, the transfer
agent may deem the securityholder to be
a lost securityholder as of the day the
resent item is returned as undeliverable;
and

(i) For whom the transfer agent has
not received information regarding the
securityholder’s new address.

(c) Every recordkeeping transfer agent
shall maintain records to demonstrate
compliance with the requirements set
forth in this section which shall include
written procedures which describe the
transfer agent’s methodology for
complying with this section.

PART 249b—FURTHER FORMS,
SECURITIES EXCHANGE ACT OF 1934

5. The authority citation for part 249b
continues to read in part as follows:
Authority: 15 U.S.C. 78a, et seq., unless

otherwise noted;
* * * * *

Note: Form TA-2 does not and the
amendments will not appear in the Code of
Federal Regulations.

§249b.102 [Form TA-2 Amended]

6. Form TA-2 (referenced in
§249h.102) is amended by adding
paragraph 8 to Instruction L.A. to read as
follows:

Form TA-2

* * * * *

I. General Instruction for Filing and
Amending Form TA-2.

A. * X *

8. ““Lost securityholder” is defined in
Rule 17a-24(b)(1) (17 CFR 240.17a—
24(b)(1)).
* *

* * *

§249b.102 [Form TA-2 Amended]

7. Form TA-2 (referenced in
§249h.102) is amended by adding
paragraph c to Question 4 to read as
follows:

Form TA-2

* * * * *

4 * * x

C. (i) Number of lost securityholder
accounts and (ii) percentage of total
accounts represented by lost
securityholder accounts as of June 30
for:

Accounts of securityholders lost one year or
less:

Accounts of securityholders lost three years
or less:

Accounts of securityholders lost five years or
less:

Accounts of securityholders lost more than
five years:
Accounts of securityholders which have
escheated to states within the year ended
June 30:

* * * * *
Dated: October 1, 1997.
By the Commission.
Margaret H. McFarland,
Deputy Secretary.
[FR Doc. 97-26519 Filed 10-6-97; 8:45 am]
BILLING CODE 8010-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 20, 310, 312, 314, and 600
[Docket No. 93N-0181]

RIN 0910-AA97

Expedited Safety Reporting

Requirements for Human Drug and
Biological Products

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending its
expedited safety reporting regulations
for human drug and biological products
to provide consistency with the
elements of FDA Form 3500A for use in
pre- and postmarketing safety reporting;
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implement definitions, reporting
periods, formats, and standards as
recommended by the International
Conference on Harmonisation of
Technical Requirements for Registration
of Pharmaceuticals for Human Use (ICH)
and by the World Health Organization’s
Council for International Organizations
of Medical Sciences (CIOMS); require
applicants, manufacturers, packers, and
distributors, as well as licensed
manufacturers and other manufacturers
of biological products, to develop
written procedures for postmarketing
safety monitoring and reporting; state
that FDA Form 3500A reports that FDA
forwards to any person subject to the
postmarketing safety reporting
requirements are not required to be
resubmitted to the agency; and make
other revisions to the regulations to
provide uniformity with definitions and
procedures used in expedited pre- and
postmarketing safety reporting for
human drug and biological products.
These changes simplify and facilitate
expedited safety reporting and enhance
agencywide consistency in the
collection of postmarketing safety data.
DATES: This regulation is effective April
6, 1998. Submit written comments on
the information collection provisions of
this final rule by December 8, 1997.
ADDRESSES: Submit written comments
on the information collection provisions
of this final rule to the Dockets
Management Branch (HFA-305), Food
and Drug Administration, 12420
Parklawn Dr., rm. 1-23, Rockville, MD
20857.

FOR FURTHER INFORMATION CONTACT:

For information concerning human
drug products: Audrey A. Thomas,
Center for Drug Evaluation and
Research (HFD-7), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-594—
5625.

For information concerning human
biological products: Valerie A.
Butler, Center for Biologics
Evaluation and Research (HFM-17),
Food and Drug Administration,
1401 Rockville Pike, suite 200N,
Rockville, MD 20852-1448, 301-
594-3074.

SUPPLEMENTARY INFORMATION:

l. Introduction

In the Federal Register of October 27,
1994 (59 FR 54046), FDA published a
proposed rule to amend the regulations
for expedited and periodic pre- and
postmarketing safety reporting for
human drug and biological products
(hereinafter referred to as the October
1994 proposal). FDA also proposed to
amend the requirements for clinical

study design and conduct and annual
sponsor reporting in the investigational
new drug application (IND) regulations.

As explained in the October 1994
proposal, the amendments to the safety
reporting regulations are intended to
provide consistency with certain
standardized definitions, procedures,
and formats developed by ICH and
CIOMS (59 FR 54046 at 54047). In the
Federal Register of July 9, 1993 (58 FR
37408), FDA published an ICH draft
guideline entitled “Clinical Safety Data
Management: Definitions and Standards
for Expedited Reporting” (hereinafter
referred to as the draft ICH E2A
guideline). The public was given an
opportunity to comment on the draft
ICH E2A guideline. After consideration
of the comments received and revisions
to the draft guideline, ICH finalized the
guideline. In the Federal Register of
March 1, 1995 (60 FR 11284), FDA
published the ICH final guideline
(hereinafter referred to as the final ICH
E2A guideline). Although the final ICH
E2A guideline pertains to expedited
safety reporting during the preapproval
phase of drug development, for
consistency and simplicity many of the
definitions, reporting periods, formats,
and standards also could apply to FDA’s
expedited postmarketing safety
reporting requirements.

In this final rule, FDA is amending its
regulations for expedited safety
reporting to implement certain
definitions, reporting periods, and
formats recommended in the final ICH
E2A guideline. FDA is considering other
recommendations in the final ICH E2A
guideline that were not included in the
October 1994 proposal and plans to
propose additional amendments to its
expedited safety reporting regulations
shortly (e.g., pre- and postmarketing
reporting of adverse drug reactions
rather than adverse drug experiences,
submission of expedited safety reports
to FDA from clinical investigations
based on the opinion of either the
sponsor or investigator).

FDA is delaying finalization of the
proposed amendments to the periodic
postmarketing safety reporting
regulations (59 FR 54046). The proposed
amendments were based, for the most
part, on recommendations developed by
the CIOMS Working Group Il (Ref. 1).
ICH also developed recommendations,
based on the CIOMS Working Group Il
proposals, for periodic postmarketing
safety reporting. In the Federal Register
of May 19, 1997 (62 FR 27470), FDA
published an ICH final guideline
entitled “Clinical Safety Data
Management: Periodic Safety Update
Reports for Marketed Drugs”
(hereinafter referred to as the ICH E2C

guideline). FDA will finalize the
proposed amendments to the periodic
postmarketing safety reporting
regulations after consideration of the
provisions of the ICH E2C guideline.

In light of the comments the agency
received, FDA has reconsidered the
proposed amendments to the
requirements for clinical study design
and conduct and annual sponsor
reporting under the IND (59 FR 54046).
In general, the comments opposed the
proposed amendments because the
current IND regulations protect the
safety of the public in all but the most
unusual cases. Based on these general
comments and others specific to each of
the proposed amendments, the agency
has decided to withdraw the proposed
amendments to the IND requirements
for clinical study design and conduct
and annual sponsor reporting. The
agency will, instead, develop a guidance
document providing recommendations
on study design and monitoring of
investigational drugs used to treat
serious and potentially fatal illnesses,
with particular attention to detection of
adverse events that are similar to those
caused by the underlying disease. In
developing the draft guidance
document, FDA will consider comments
submitted in response to the proposed
amendments and will provide
opportunity for public input on the
document prior to its implementation.
Thus, in this final rule, FDA is
withdrawing the proposed amendments
to the IND regulations (part 312 (21 CFR
part 312)) at §§ 312.23, the second
sentence of 312.32(c)(1)(i), 312.33,
312.37, 312.42, 312.44, 312.56, and
312.64 (59 FR 54046 at 54057 to 54059).

In the Federal Register of June 25,
1997 (62 FR 34166), FDA published a
final rule to amend its regulations on
expedited reporting of postmarketing
adverse experiences to revoke the
requirement for increased frequency
reports as expedited reports for human
drug and licensed biological products.
Thus, in this final rule, FDA is
withdrawing the proposed amendments
to the increased frequency reporting
requirements published in the October
1994 proposal.

I1. Background

In the Federal Register of June 3, 1993
(58 FR 31596), FDA announced the
availability of a new form for reporting
single cases of adverse events and
product problems with medications,
devices, and other FDA-regulated
medical products (hereinafter referred to
as the June 1993 notice). This form is
available in two versions: FDA Form
3500 is for use by health care
professionals and consumers for
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voluntary reporting; FDA Form 3500A is
for use by any person subject to FDA’s
mandatory safety reporting regulations.
Adverse events associated with vaccines
continue to be reported to FDA and the
Centers for Disease Control and
Prevention using the Vaccine Adverse
Event Reporting System (VAERS) form.

Under the existing regulations,
manufacturers, packers, and
distributors; applicants of approved new
and abbreviated marketing applications
for drugs and antibiotics; and licensed
manufacturers and other manufacturers
of biological products must submit
expedited reports of postmarketing
adverse drug experiences under 21 CFR
310.305, 314.80, 314.98, and 600.80.
Sponsors of IND’s must also submit
expedited reports, under 8312.32, for
adverse experiences associated with the
use of an investigational human drug or
biological product. Currently, there is
no standard form for these IND
expedited safety reports.

FDA Forms 3500 and 3500A are part
of FDA’s Medical Products Reporting
Program (MedWatch) and are designed
to facilitate safety reporting for most
FDA-regulated human medical products
by the entire health care community,
including manufacturers, distributors,
user facilities, and health care
professionals. FDA issued the new
forms to simplify and consolidate safety
reporting for human drug products,
biologics, and medical devices, as well
as other FDA-regulated medical
products. The new forms eliminate
redundant or nonessential elements
from past reporting forms and clarify
those areas that have caused confusion.

In developing FDA Forms 3500 and
3500A, and in developing the revisions
to the expedited safety reporting
regulations that are the subject of this
final rule, the agency considered several
ICH and CIOMS recommendations.
These organizations were formed to
facilitate international consideration of
issues, particularly safety issues,
concerning the use of both foreign and
domestic data in the development and
use of drugs and biological products.
ICH has worked to promote the
harmonization of technical
requirements for the registration of
pharmaceutical products among three
regions: The European Union, Japan,
and the United States. In addition,
several CIOMS working groups have
served to coordinate and standardize the
international reporting of suspected
postmarketing adverse drug reactions by
pharmaceutical manufacturers to
regulatory authorities. FDA believes the
changes recommended by CIOMS and
ICH will result in more effective and

efficient safety reporting to regulatory
authorities worldwide.

I11. Description of the Final Rule

This final rule amends parts 20, 310,
312, 314, and 600 (21 CFR parts 20, 310,
312, 314, and 600) to revise definitions,
requirements, and procedures for
expedited pre- and postmarketing safety
reporting. This rulemaking finalizes
many of the expedited safety reporting
provisions as proposed in the October
1994 proposal. In addition, this final
rule reflects amendments to the October
1994 proposal that were made in
response to comments (discussed in
section IV of this document), including
comments recommending greater
consistency with the ICH E2A guideline
and uniformity between pre- and
postmarketing safety reporting
definitions. This final rule also
incorporates minor revisions for clarity
and further consistency. The major
provisions of the final rule are
summarized as follows:

1. FDA Forms 3500/3500A. As
proposed, the final rule permits
sponsors to submit IND safety reports,
under §312.32(c)(1)(i), on FDA Form
3500A rather than in a narrative format,
and replaces, at §§ 310.305 and 314.80,
Form FDA-1639 with FDA Form 3500A
for use in postmarketing safety reporting
for human drug products. The final rule
also replaces, at §20.112, Form FDA-
1639 with FDA Form 3500 for voluntary
drug experience reporting by physicians
and hospitals. The final rule, like the
proposed rule, instructs applicants,
manufacturers, packers, and distributors
to obtain approval from FDA'’s
MedWatch office before using an
alternative reporting format for
postmarketing safety reporting under
§8310.305(d)(3)(ii) and 314.80(f)(3)(ii).
Pre- and postmarketing safety reporting
of foreign events may continue to be
reported to FDA on the CIOMS | form
(Ref. 2). After consideration of the
comments, the final rule, unlike the
proposed rule, permits use of the
CIOMS | form for this purpose without
prior FDA approval.

2. Definitions. In response to
comments, the proposed definition of
““serious’” at 88 310.305(b), 312.32(a),
314.80(a), and 600.80(a) has been
revised to make it consistent with the
definition of “‘serious” in the final ICH
E2A guideline and with the definition of
“serious” used in FDA Form 3500A. To
provide uniformity between the pre-
and postmarketing definitions of
““serious,” the following information has
been removed from the current
definition of “‘serious adverse
experience” at §312.32(a) and added as
a reporting requirement to the IND

safety reporting regulations at
§312.32(c)(1)(i):

With respect to results obtained from tests
in laboratory animals, a serious adverse drug
experience includes any experience
suggesting a significant risk for human
subjects, including any finding of
mutagenicity, teratogenicity, or
carcinogenicity.

This revision represents an
organizational change that does not
impose a hew burden because sponsors
are already required to report such
information to FDA.

In response to comments, the final
rule also amends the proposed
definitions of “disability’” and “life-
threatening” at 8§ 310.305(b), 314.80(a),
and 600.80(a) for consistency with the
final ICH E2A guideline and for clarity.
In addition, the definition of
“disability”” has been added to the
“definitions” section of the
premarketing safety reporting
regulations at 8 312.32(a), and the
definition of “life-threatening’ has been
removed from the *‘telephone safety
report” section of the premarketing
safety reporting regulations at
§312.32(c)(2) and added to the
“definitions” section of these
regulations at § 312.32(a). For further
clarity and consistency in reporting
adverse drug experiences that are life-
threatening, FDA has decided to
replace, at §8 310.305(b), 312.32(a),
314.80(a), and 600.80(a), the word
““serious’ with “‘severe” so that the first
sentence of the definition of “life-
threatening” includes the following:

“x * * j.e., [Life-threatening] does not
include a reaction that, had it occurred
in a more severe form, might have
caused death.” As explained in the final
ICH E2A guideline, *‘severe” refers to
the intensity (severity) of a specific
event (e.g., mild, moderate, or severe
myocardial infarction); the event itself
may be of relatively minor medical
significance such as a severe headache.
The term *‘serious,” however, is based
on patient/event outcome or action
criteria usually associated with events
that pose a threat to a patient’s life or
functioning (e.g., an event that results in
death or that is life-threatening or
requires inpatient hospitalization) (60
FR 11284 at 11285). FDA has also
decided to remove the following
sentence from this definition: “For
example, drug-induced hepatitis that
resolved without evidence of hepatic
failure would not be considered life-
threatening even though drug-induced
hepatitis can be fatal.”” Use of hepatitis
as an example for life-threatening may
be confusing because viral transmission
of certain types of hepatitis through
blood products could be life-
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threatening. To harmonize pre- and
postmarketing safety reporting
definitions, FDA has decided to
withdraw the examples listed in the
proposed postmarketing definition of
“life-threatening’”” at §8 310.305(b),
314.80(a), and 600.80(a). The agency has
decided, instead, to revise the guidances
associated with this final rule to include
examples of life-threatening adverse
drug experiences (CDER’s “Guideline
for Postmarketing Reporting of Adverse
Drug Experiences,” March 1992 and
CBER’s **Guideline for Adverse
Experience Reporting for Licensed
Biological Products,” October 1993).

In this final rule, FDA is incorporating
minor changes to the definition of
“‘unexpected’” adverse drug experience
at 8§310.305(b), 312.32(a), 314.80(a),
and 600.80(a) to provide uniformity
between pre- and postmarketing safety
reporting definitions and consistency
with the ICH E2A guideline.

The definition of “‘unexpected”
adverse drug experience at
§8310.305(b), 314.80(a), and 600.80(a)
currently states:

* * *an adverse drug experience that is
not listed in the current labeling for the drug
product and includes an event that may be
symptomatically and pathophysiologically
related to an event listed in the labeling, but
differs from the event because of greater
severity or specificity. For example, under
this definition, hepatic necrosis would be
unexpected (by virtue of greater severity) if
the labeling only referred to elevated hepatic
enzymes or hepatitis. Similarly, cerebral
thromboembolism and cerebral vasculitis
would be unexpected (by virtue of greater
specificity) if the labeling only listed cerebral
vascular accidents.

To clarify what must be reported to the
agency as an “‘unexpected adverse drug
experience,” FDA is amending this
definition by adding the following
sentence:

“Unexpected,” as used in this definition,
refers to an adverse drug experience that has
not been previously observed (i.e., included
in the labeling) rather than from the
perspective of such experience not being
anticipated from the pharmacological
properties of the pharmaceutical product.
This amendment is consistent with the
discussion of “expectedness of an
adverse drug reaction” in the final ICH
E2A guideline:

The purpose of expedited reporting is to
make regulators, investigators, and other
appropriate people aware of new, important
information on serious reactions. Therefore,
such reporting will generally involve events
previously unobserved or undocumented,
and a guideline is needed on how to define
an event as ‘“‘unexpected” or ‘“‘expected”
(expected/ unexpected from the perspective
of previously observed, not on the basis of
what might be anticipated from the
pharmacological properties of a medicinal
product).

The definition of “‘unexpected
adverse experience” at §312.32(a)
currently states:

* * * any adverse experience that is not
identified in nature, severity, or frequency in
the current investigator brochure; or, if an
investigator brochure is not required, that is
not identified in nature, severity, or
freuguency [sic] in the risk information
described in the general investigational plan
or elsewhere in the current application, as
amended.

For clarity and consistency, FDA is
amending this definition to conform
with the definition of “‘unexpected” at
88§ 310.305(b), 314.80(a), and 600.80(a)
by removing the references to frequency,
replacing the word ““nature” with the
word “specificity,” adding examples of
unexpected adverse drug experiences,
and making other minor revisions. The
revised definition at § 312.32(a) states:

Unexpected adverse drug experience: Any
adverse drug experience, the specificity or
severity of which is not consistent with the
current investigator brochure; or if an
investigator brochure is not required or
available, the specificity or severity of which
is not consistent with the risk information
described in the general investigational plan
or elsewhere in the current application, as
amended. For example, under this definition,
hepatic necrosis would be unexpected (by
virtue of greater severity) if the investigator
brochure only referred to elevated hepatic
enzymes or hepatitis. Similarly, cerebral
thromboembolism and cerebral vasculitis
would be unexpected (by virtue of greater
specificity) if the investigator brochure only
listed cerebral vascular accidents.
“Unexpected,” as used in this definition,
refers to an adverse drug experience that has
not been previously observed (e.g., included
in the investigator brochure) rather than from
the perspective of such experience not being
anticipated from the pharmacological
properties of the pharmaceutical product.

3. IND Safety Reports. As proposed,
the final rule revises the time period for
submitting written IND safety reports,
under §312.32(c)(1) and (d)(3), from 10
working days to 15 calendar days, and
revises the time period for submitting
telephone IND safety reports, under
§312.32(c)(2), from 3 working days to 7
calendar days. The final rule also
permits telephone safety reports to be
made by facsimile transmission under
§312.32(c)(2). The final rule, as
proposed with minor revisions for
clarity, also states, at § 312.32(c)(1)(i),
that FDA may require sponsors to
submit additional data.

In response to comments, FDA is
making minor revisions to its IND safety
reporting regulations to provide greater
consistency with the final ICH E2A
guideline. Currently, the requirement at
§312.32(b) states:

The sponsor shall promptly review all
information relevant to the safety of the drug
obtained or otherwise received by the

sponsor from any source, foreign or domestic,
including information derived from clinical
investigations, animal investigations,
commercial marketing experience, reports in
the scientific literature, and unpublished
scientific papers.

To clarify the phrase “‘any source,” FDA
is adding “‘epidemiological
investigations’ and ‘‘foreign regulatory
authorities that have not already been
previously reported to the agency by the
sponsor” to the list of examples in
§312.32(b). This revision does not
impose a hew burden because sponsors
are already required to review all
information relevant to the safety of the
drug obtained or otherwise received by
the sponsor from any source, foreign or
domestic. The amendment clarifies for
sponsors the type of safety information
that must be examined for
determination of whether information
should be submitted to the agency in
IND safety reports. This revision is
consistent with the final ICH E2A
guideline (60 FR 11284 at 11285 and
11286):

[Expedited reporting] applies to reports
from spontaneous sources and from any type
of clinical or epidemiological investigation,
independent of design or purpose.

The agency does not expect sponsors to
search adverse drug experience data
bases generated by regulatory
authorities for safety information or to
submit to FDA adverse drug experience
reports submitted to them by FDA.

FDA is also amending its IND safety
reporting regulations at § 312.32(c)(1)(i),
as noted above, by adding, with minor
revisions, language that is being moved
from the current definition of “‘serious
adverse experience” at § 312.32(a):

any finding from tests in laboratory
animals that suggests a significant risk for
human subjects including reports of
mutagenicity, teratogenicity, or
carcinogenicity.

This revision represents an
organizational change that does not
impose any new burden because
sponsors are currently required to report
such information to FDA. For clarity
and consistency, FDA is amending
§312.32(c)(1)(i) to state that reports
from animal studies and
epidemiological studies must be
submitted in a narrative format rather
than on FDA Form 3500A because FDA
Form 3500A has been designed for
reporting of adverse experience
information from an individual patient.

4. Postmarketing 15-day Alert and
Followup Reports. As proposed, the
final rule revises, at 8§ 310.305(c),
314.80(c), and 600.80(c), the time period
for submitting postmarketing Alert
reports from 15 working days to 15
calendar days. For clarity, the final rule
is being amended, at § 310.305(c)(1)(i),
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to state that the 15 calendar day
timeframe for reporting adverse drug
experiences on marketed prescription
drugs for human use without approved
new drug applications (NDA'’s) begins
upon initial receipt of the information
by the person whose name appears on
the label. In addition, the final rule at
§§310.305(c)(2), 314.80(c)(1)(ii), and
600.80(c)(1)(ii), as proposed, advises
any person subject to the reporting
requirements under 88 310.305(c),
314.80(c), and 600.80(c), who has been
unable to obtain additional information
for adverse drug experiences that are the
subject of postmarketing 15-day Alert
reports, to maintain records of their
unsuccessful attempts to seek additional
information. For clarity, the final rule is
being amended, at § 310.305(c)(2), to
state that 15-day Alert reports and
followups to them must be submitted
under separate cover.

The final rule specifies, like the
proposed rule, at §8 310.305(c)(6),
314.80(b), and 600.80(b), that no one
subject to this rule is required to
resubmit to the agency reports of
adverse drug experiences that the
agency has forwarded to them. For
clarity, the final rule is being amended,
at §8310.305(c)(6), 314.80(b), and
600.80(b), to emphasize that followup
reports must be submitted for reports
received from the agency. The final rule
also requires, at 8§ 310.305(a), 314.80(b),
and 600.80(b), any person subject to the
reporting requirements under
88 310.305(c), 314.80(c), and 600.80(c)
to develop written procedures for the
postmarketing surveillance, receipt,
evaluation, and reporting of adverse
drug experiences to FDA. In response to
comments, the final rule permits
persons subject to the reporting
requirements under 88 310.305(c),
314.80(c), and 600.80(c) to submit
reports of serious adverse drug
experiences to a manufacturer,
applicant, or licensed manufacturer of a
final biological product instead of FDA
in 5 calendar days, instead of 3 calendar
days as proposed.

In this final rule, FDA is also
amending the postmarketing expedited
reporting regulations, at
§8314.80(c)(1)(i) and 600.80(c)(1)(i), by
replacing, in the first sentence, the
phrase “‘regardless of source’ with the
phrase “whether foreign or domestic.”
This amendment is consistent with
§§314.80(b) and 600.80(b) which
describe adverse drug experience
information that must be reviewed by
applicants and licensed manufacturers:

Each applicant (Any person having a
product license) * * * shall promptly review
all adverse drug experience information
(pertaining to its product) obtained or

otherwise received by the applicant (licensed
manufacturer) from any source, foreign or
domestic, including * * *.

FDA is making this revision to clarify
that 15-day Alert reports are to be
submitted for appropriate foreign as
well as domestic adverse drug
experiences.

5. Implementation Schedule. The
effective date for this final rule has been
extended to 180 days after its
publication in the Federal Register to
allow sufficient time for the agency to
comply with the provisions of the
Paperwork Reduction Act of 1995. Any
person subject to FDA’s mandatory
safety reporting requirements may
comply with the provisions of this final
rule prior to its effective date.

6. Guidances. In the Federal Register
of February 27, 1997 (62 FR 8961), FDA
published a notice of a guidance
document entitled ““Good Guidance
Practices (GGP’s),” in which FDA
announced that notices of draft and
final guidances will be provided both in
the Federal Register and on the FDA
World Wide Web (WWW) home page
(http://www.fda.gov) (62 FR 8961 at
8965). In this final rule, FDA is
amending its postmarketing safety
reporting regulations at §8 314.80(j) and
600.80(j) to remove reference to
guidelines prepared by the agency for
submission of reports of adverse drug
experiences and suggested followup
investigation of these reports. FDA is
also withdrawing its proposed
amendments of October 27, 1994,
regarding the availability of adverse
experience reporting guidelines under
§8310.305(g), 314.80(j), and 600.80(j).
FDA is making these amendments
because the guidance document of
February 27, 1997, describes processes
for timely notification of availability of
draft and final guidance documents and
it is no longer necessary for the agency
to include reference to these documents
in its postmarketing safety reporting
regulations.

At the present time, FDA is in the
process of revising guidances pertaining
to this final rule (CDER’s ““Guideline for
Postmarketing Reporting of Adverse
Drug Experiences,” March 1992 and
CBER’s “‘Guideline for Adverse
Experience Reporting for Licensed
Biological Products,” October 1993) to
provide persons with the agency’s
current thinking on reporting of
postmarketing adverse drug
experiences. The agency will provide
notice of availability of any draft or final
guidance document pertaining to these
regulations in the Federal Register and
on the FDA WWW home page.

1V. Comments on the Proposed Rule

FDA received 57 comments on the
proposed rule from representatives of
pharmaceutical companies, health care
professional and pharmaceutical
associations, academic and government
institutions, and individuals. The
comments addressed all aspects of the
October 1994 proposal, including those
areas that are not being finalized in this
final rule. In general, the comments
endorsed FDA'’s efforts in the proposal
to support global harmonization through
the adoption of certain ICH and CIOMS
recommendations. However, many
comments described areas where the
proposed regulations did not conform to
the international guidelines, and
recommended that the proposal be
revised to be more consistent. The
agency also received comments
recommending uniformity between its
pre- and postmarketing safety reporting
definitions. In response to these
comments, FDA, as described in section
111 of this document, is amending its
regulations to implement additional
provisions recommended in the final
ICH E2A guideline and to provide
uniformity in its safety reporting
definitions.

A discussion of the comments
pertaining to this final rule and the
agency’s responses follows.

A. Definition of Disability

FDA proposed to define “‘disability,”
in §8310.305(b), 314.80(a), and
600.80(a), as “‘a substantial disruption of
a person’s ability to carry out normal
life functions.”

1. Eight comments requested
clarification of this definition. One
comment asked whether it included
missing work because of an adverse
experience, quitting a job, an inability to
get out of bed, or a decrease in earning
capacity. Another comment asked if it
included nausea, vomiting, and diarrhea
that would keep a person home from
work. One questioned whether the
proposed definition included events
such as migraine headaches, severe
influenza, or accidental trauma (e.g.,
sprained ankle). Another comment
contended that if the proposed
definition is intended to mean the
substantial disruption of normal life
functions, then such a condition would
require hospitalization or the in-house
use of life-support equipment.

FDA proposed to include the
definition of **disability” in the
regulations to enable reporters to
determine when a ‘““serious’ adverse
drug experience occurs. The extent of a
disability required for a serious adverse
drug experience is described in the
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definition of “‘serious” by the phrase

“* * * results in persistent or
significant disability/incapacity * * *.”
Thus, only a persistent or significant or
incapacitating disability is intended.
The type of disability that would
constitute a serious adverse drug
experience is also described in the final
ICH E2A guideline, which states that a
serious adverse drug experience is based
on events that pose a threat to a
patient’s life or functioning and not on
events of relatively minor medical
significance (60 FR 11284 at 11285).
Thus, disability is not intended to
include experiences of relatively minor
medical significance such as headache,
nausea, vomiting, diarrhea, influenza,
and accidental trauma (e.g., sprained
ankle).

For clarity, FDA has revised the
proposed definition of “disability’’ by
substituting the words ““to conduct’ for
the words “to carry out.”

To assure a consistent interpretation
of serious adverse drug experience in
premarketing and postmarketing safety
reporting, FDA has decided to revise the
“definitions” section of the IND safety
reports regulation, at §312.32(a), by
adding the definition of “‘disability” that
is used in the postmarketing safety
reporting regulations at §8 310.305(b),
314.80(a), and 600.80(a).

B. Definition of Life-Threatening

FDA proposed to define “life-
threatening,” in 8§ 310.305(b),
314.80(a), and 600.80(a), as follows:

[T]hat the patient was, in the view of the
initial reporter, at immediate risk of death
from the adverse experience as it occurred.

It does not include an adverse experience
that, had it occurred in a more serious form,
might have caused death. For example,
product-induced hepatitis that resolved
without evidence of hepatic failure would
not be considered life-threatening even
though hepatitis of a more severe nature can
be fatal. Similarly, an allergic reaction
resulting in angioedema of the face would
not be life-threatening, even though
angioedema of the larynx, allergic
bronchospasm, or anaphylaxis can be fatal.

2. Five comments opposed the use of
the phrase ““in the view of the initial
reporter.” The comments stated that the
initial reporter could be a lay person
whose judgment of what constitutes an
“immediate risk of death’”” may be
contrary to an evaluation by a medically
knowledgeable source. Several
comments suggested alternative
language for the definition to minimize
inaccurate reporting of events. One
comment requested deletion of the word
“initial.” Another suggested changing
the phrase “initial reporter’ to “‘a health
care professional directly associated
with the care of the patient,” while a

third recommended changing the word
“reporter” to *“*health care provider who
reports the adverse experience.”

FDA declines to amend the proposed
definition of “life-threatening” by
deleting or revising the phrase “‘in the
view of the initial reporter.” As
explained in the June 1993 notice (58
FR 31596 and 31604), FDA encourages
health care professionals and consumers
to report adverse drug experiences to
manufacturers. FDA Form 3500A
includes a section for identifying the
“initial reporter” and for indicating the
reporter’s occupation and whether the
person is a health care professional.
Thus, the manufacturer and FDA will
know whether the adverse drug
experience report came from a lay
person or a health care professional and
can take that information into account
when evaluating the report.

Current IND safety reporting
regulations for telephone reports define
a “life-threatening’ experience at
§312.32(c)(2), as:

* * * that the patient was, in the view of
the investigator, at immediate (emphasis
added) risk of death from the reaction as it
occurred, i.e., it does not include a reaction
that, had it occurred in a more serious form,
might have caused death. For example, drug-
induced hepatitis that resolved without
evidence of hepatic failure would not be
considered life-threatening even though
drug-induced hepatitis can be fatal.

FDA has decided, on its own initiative,
to remove the definition of “life-
threatening” from the telephone safety
reports section, at § 312.32(c)(2), and
add it to the general “‘definitions”
section of §312.32, at §312.32(a). This
action will clarify that reporting of life-
threatening events apply to both written
and telephone IND safety reports. FDA
has also replaced “‘serious’ with
‘“severe” in the definition of “life-
threatening” to make it consistent with
the final ICH E2A guideline. FDA has
also decided, on its own initiative, to
add the words “‘or subject” after
“patient” in this definition to clarify
that IND safety reports apply to healthy
subjects as well as patients. FDA has
also removed the last sentence in the
definition of “life-threatening” under
§312.32 (and the last two sentences in
the proposed postmarketing definition
of “life-threatening’” under

88 310.305(b), 314.80(a), and 600.80(a)),
as noted in section Il of this document,
to minimize confusion. The revised
definition of “life-threatening adverse
drug experience” in the IND safety
reporting regulations at § 312.32(a) reads
as follows:

Any adverse drug experience that places
the patient or subject, in the view of the
investigator, at immediate risk of death from
the reaction as it occurred, i.e., it does not

include a reaction that, had it occurred in a
more severe form, might have caused death.

C. Definition of Serious

FDA proposed to revise the definition
of “serious,” in §8310.305(b), 312.32(a),
314.80(a), and 600.80(a), to read as
follows:

Serious means an adverse drug experience
occurring at any dose that is fatal or life-
threatening, results in persistent or
significant disability/incapacity, requires or
prolongs inpatient hospitalization,
necessitates medical or surgical intervention
to preclude permanent impairment of a body
function or permanent damage to a body
structure, or is a congenital anomaly.

3. Twenty-five comments opposed all
or parts of the phrase ‘““necessitates
medical or surgical intervention to
preclude permanent impairment of a
body function or permanent damage to
a body structure.” Nine comments
stated that this phrase makes the U.S.
definition of “‘serious” inconsistent with
harmonized safety reporting standards
such as the ICH E2A and EG6 guidelines
and with the CIOMS Il report. One
comment said that although the phrase
was included to provide a consistent
definition of what constitutes a serious
adverse event for all FDA-regulated
products, it causes inconsistency
between United States and international
reporting requirements. Another
comment said that the difference in
definitions between the United States
and the international community will
cause confusion and additional expense
for manufacturers who are complying
with the reporting requirements of
several countries. One comment stated
that if the definition is finalized as
proposed, preparation and submission
of a single postmarketing periodic report
worldwide will not be possible. Another
comment said that a definition as
important as *‘serious” should be
internationally consistent in order to be
easy to learn, quote, and recognize in
global clinical development and
medical safety. One comment noted that
it would be especially difficult to
implement the proposed criterion of
“medical/surgical intervention” during
the course of an ongoing clinical study.

Ten comments recommended deletion
of the phrase. Eleven comments
requested clarification of the phrase
because it is too vague and
misinterpretation would result in
overreporting or underreporting of
adverse events. Another comment
suggested that the phrase be reworded
as an ““‘unusual and potentially serious
experience that necessitates any medical
or surgical intervention.” One comment
recommended adopting the approach in
the final ICH E2A guideline of including
“medical and surgical intervention”
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within the area of “‘other important
medical events.” The comment
indicated that the guideline leaves the
determination of whether or not such an
event is serious to medical and
scientific judgment.

As explained in the June 1993 notice
(58 FR 31596), FDA Forms 3500 and
3500A are designed to encourage and
facilitate the reporting of adverse events
and product problems for most FDA-
regulated human medical products by
the entire health care community,
including manufacturers, distributors,
user facilities, and health care
professionals. This includes reporting of
adverse events and product problems
with human drug products, biologics,
and medical devices, as well as other
FDA-regulated medical products.

FDA adopted several
recommendations from ICH and CIOMS
in developing the definitions used in
the forms and in the proposed
amendments to the safety reporting
regulations for human drug and
biological products. The agency believes
that certain standardized definitions,
procedures, and formats proposed by
ICH and CIOMS will result in more
effective and efficient safety reporting to
regulatory authorities worldwide. The
agency proposed to amend the
definition of ““serious” to have a
consistent definition of what constitutes
a serious adverse drug experience for all
FDA-regulated products and to avoid
confusion about what events should be
reported to regulatory authorities
worldwide.

FDA agrees with the comments that
the differences between the definition of
serious, as proposed, and the definition
recommended in the final ICH E2A
guideline and in the CIOMS Il report
may create confusion about what events
to report as serious. Therefore, the
agency has revised the definition of
‘“serious” to be consistent with the final
ICH E2A guideline (60 FR 11284 at
11285) and FDA Forms 3500 and
3500A. The revised definition states:

Any adverse drug experience occurring at
any dose that results in any of the following
outcomes: Death, a life-threatening adverse
drug experience, inpatient hospitalization or
prolongation of existing hospitalization, a
persistent or significant disability/
incapacity, or a congenital anomaly/birth
defect. Important medical events that may
not result in death, be life-threatening, or
require hospitalization may be considered a
serious adverse drug experience when, based
upon appropriate medical judgment, they
may jeopardize the patient or subject and
may require medical or surgical intervention
to prevent one of the outcomes listed in this
definition. Examples of such medical events
include allergic bronchospasm requiring
intensive treatment in an emergency room or

at home, blood dyscrasias or convulsions that
do not result in inpatient hospitalization, or
the development of drug dependency or drug
abuse.

The term “‘serious” is defined
similarly in the final ICH E2A guideline
(60 FR 11284 at 11285) as:

A serious adverse event (experience) or
reaction is any untoward medical occurrence
that at any dose:

* Results in death,

e s life-threatening,

» Requires inpatient hospitalization or
prolongation of existing hospitalization,

* Results in persistent or significant
disability/incapacity, or

» s acongenital anomaly/birth defect.

Medical and scientific judgment should be
exercised in deciding whether expedited
reporting is appropriate in other situations,
such as important medical events that may
not be immediately life-threatening or result
in death or hospitalization but may
jeopardize the patient or may require
intervention to prevent one of the other
outcomes listed in the definition above.
These should also usually be considered
serious.

Examples of such events are intensive
treatment in an emergency room or at home
for allergic bronchospasm; blood dyscrasias
or convulsions that do not result in
hospitalization; or development of drug
dependency or drug abuse.

The revised definition of “serious” is
also consistent with section B.2 of FDA
Forms 3500 and 3500A, which directs
persons completing the forms to
indicate which of the following
outcomes is attributed to the adverse
event: “‘death, life-threatening,
hospitalization—initial or prolonged,
disability, congenital anomaly, required
intervention to prevent permanent
impairment/damage, or other.”

In order to make the definition of
‘““serious” in the premarketing safety
reporting regulations at § 312.32(a)
uniform with the revised definition of
‘““serious” in the postmarketing safety
reporting regulations at §8 310.305(b),
314.80(a), and 600.80(a), FDA is
removing the following sentence from
the current definition of “‘serious” at
§312.32(a), and adding it, with minor
revisions, to the IND written safety
reporting requirements under
§312.32(c)(2)(i):

With respect to results obtained from tests
in laboratory animals, a serious adverse drug
experience includes any experience
suggesting a significant risk for human
subjects, including any finding of
mutagenicity, teratogenicity, or
carcinogenicity.

4. One comment requested adding the
phrase “including overdose and
underdose” after the phrase “occurring
at any dose” in the definition of
‘*serious” in order to eliminate
confusion. Otherwise, the comment
claimed, adverse outcomes associated

with underdoses may be interpreted as
a lack of therapeutic effect rather than
an adverse drug experience.

FDA declines to amend the definition
of “serious” to include the phrase
“including overdose or underdose.” Use
of the phrase “occurring at any dose’’ in
the revised definition of “‘serious” will
ensure that serious adverse drug
experiences occurring at any dose,
including an overdose or an underdose,
must be reported.

5. Five comments asked for examples
of what is considered serious. One
comment asked whether intravenous
(IV) treatment for dehydration without
hospital admission or the use of IV
antibiotics, blood products, or dialysis
would be considered serious.

FDA advises that use of 1V fluids,
antibiotics, or blood products, or
dialysis may or may not be serious,
depending on why they are being used.
A decision using medical judgment
should be made based on the
circumstances surrounding each case.
As stated in the revised definition of
‘“serious”, other examples include
allergic bronchospasm requiring
intensive treatment in an emergency
room or at home, blood dyscrasias or
convulsions that do not result in
inpatient hospitalization, and the
development of drug dependency or
drug abuse.

6. Five comments requested
clarification of the following sentence in
the preamble to the proposed rule under
the discussion of the definition of
“serious’: “FDA notes that a serious
adverse experience would not include
the discontinuation of therapy, changes
in dosage, or routine treatment with a
prescription medication” (59 FR 54046
at 54048). One comment stated that the
sentence should also be included in the
codified definition of ‘‘serious” because
the qualifiers are extremely important in
limiting the range of events not
considered serious. Three comments
asked for clarification of the phrase
“routine treatment with a prescription
medication.” One of these comments
noted that treatment with any new
medication could potentially be
considered a medical intervention and
therefore could be classified as serious.
Another comment requested
clarification of the phrase “would not
include discontinuation of therapy”
because it implies that discontinuation
of therapy in response to a clinically
significant rise in serum
aminotransferases or serum creatinine
would not be considered intervention
and therefore would not be serious.

FDA declines to revise the definition
of “serious” to include examples of
events not considered serious. FDA
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clarifies that discontinuation of therapy,
changes in dosage, and routine
treatment with a prescription
medication are not in themselves
serious events but may occur as the
result of a serious event.

7. Several comments discussed the
use of the words “persistent’”” and
“permanent” in the definition of
“serious”’. One comment requested
rewording the phrase *“*persistent or
significant disability” to read
“permanent or persistent disability.”
Another comment suggested that the
term “permanent disability” in the
current definition of “‘serious’” should
be retained because replacing
“permanent” with “persistent” does not
further define disability. The comment
noted that a condition like influenza
might be significantly incapacitating but
may not qualify as a serious event.
Three comments recommended
changing the word “permanent” to
“persistent” in the phrase “preclude
permanent impairment of a body
function or permanent damage to a body
system.” One comment requested that
the phrase “‘persistent or significant
disability’” be used instead of
“permanent or significant disability’ in
the definition of “‘serious” in proposed
§312.32(a) in order to be consistent
with proposed §§ 310.305(b), 314.80(a),
and 600.80(a).

As explained in the preamble to the
October 1994 proposal (59 FR 54046 at
54047), FDA is revising the phrase “is
permanently disabling” to “‘results in a
persistent or significant disability/
incapacity” in order to clarify that a
disability need not be permanent to be
considered a serious adverse drug
experience. Thus, FDA declines to
substitute the phrase “permanent or
persistent disability” for “persistent or
significant disability” or retain
“permanent disability.” In addition,
FDA has corrected the typographical
error in proposed 8 312.32(a) by revising
“permanent or significant disability” to
read “‘persistent or significant
disability.”

8. One comment requested the
addition of the word “immediately”
before “life-threatening” in the
definition of ““serious’”. The comment
stated that although “immediate” is
stated in the definition of *life-
threatening”, it is not indicated on FDA
Form 3500 or 3500A. As a result,
reporters may interpret “life-
threatening” to mean “‘potentially” life-
threatening rather than “immediately”
life-threatening.

FDA declines to revise the definition
of “serious” to add the word
“immediately” before “life-threatening”
because the phrase “at immediate risk of

death” is part of the definition of “life-
threatening adverse drug experience.”
Although the word “immediately” does
not appear before the word “life-
threatening”” on FDA Forms 3500 and
3500A, the MedWatch “FDA Desk
Guide for Adverse Event and Product
Problem Reporting” explains that a life-
threatening adverse event would be
immediate.

D. IND Safety Reports—Written

FDA proposed to revise the
requirements for submitting written IND
safety reports, under §312.32(c)(1) and
(d)(3), by altering the time period for
submitting such reports from 10
working days to 15 calendar days. In
addition, FDA proposed to permit
sponsors to submit written IND safety
reports to the agency by using FDA
Form 3500A or in a narrative format. If
a sponsor chose to use FDA Form
3500A, additional narrative data might
be required if the agency determined
that insufficient data were submitted on
the form.

9. Three comments expressed support
for the 15 calendar days timeframe. One
comment commended FDA for requiring
the same timeframe for both pre- and
postmarketing expedited reporting. Two
other comments requested that the
timeframe be increased to 20 calendar
days, while another comment
recommended any period longer than 15
calendar days. The comments stated
that 15 calendar days would not provide
enough time for the submission of
reports or for contacting non-U.S.
physicians. One comment noted that a
longer timeframe would permit better
review and reporting of serious adverse
experiences.

As explained in the October 1994
proposal (59 FR 54046 at 54051), FDA
believes that the extended timeframe is
sufficient for sponsors to gather
appropriate data to help initially
interpret the reports before submitting
them to FDA. This timeframe is also
consistent with the 15 calendar day
period in the final ICH E2A guideline
(60 FR 11284 at 11286).

10. Although one comment expressed
support for use of FDA Form 3500A for
written IND safety reports because it
would provide consistency with the
form for postmarketing reports, another
comment requested that the form not be
required for these reports because of
limited space for describing narrative
information.

FDA notes that it is not *“‘requiring”
use of FDA Form 3500A for written IND
safety reports. Reporters may use the
form or, alternatively, may submit these
reports in a narrative format. In
addition, as explained in the June 1993

notice announcing the availability of the
form, reporters may use additional
blank sheets of paper, referenced to the
section of the form being described, to
complete any narrative sections of the
form.

In the June 1993 notice (58 FR 31596
at 31598), FDA also stated that
companies may use the CIOMS | form
for reporting foreign events after
obtaining FDA approval. FDA has
decided, based on comments to its
postmarketing safety reporting
regulations (see section IV.F of this
document), to amend § 312.32(c)(1) to
permit use of the CIOMS | form for
reporting foreign events without prior
approval. FDA has decided to take this
action to expedite reporting of foreign
events and harmonize its pre- and
postmarketing safety reporting
regulations.

11. One comment requested
clarification about what sponsors must
include in a written IND safety report.
The comment also requested guidance
on how often a report should be
submitted and whether one is required
every time a new case is reported.

Under §312.32(b), as amended in this
final rule, FDA requires that the sponsor
must promptly review all information
relevant to the safety of the drug
obtained or otherwise received by the
sponsor from any source, foreign or
domestic, including information derived
from any clinical or epidemiological
investigations, animal investigations,
commercial marketing experience,
reports in the scientific literature, and
unpublished scientific papers, as well as
reports from foreign regulatory
authorities that have not already been
previously reported to the agency by the
sponsor. This requirement qualifies for
sponsors the type of safety information
that must be examined for
determination of whether the
information should be included in IND
safety reports.

As noted earlier, FDA is amending its
IND safety reports regulations, at
§312.32, by moving, for organizational
purposes, certain information from the
current definition of “‘serious adverse
experience,” at §312.32(a), to the
written IND safety reports section, at
§312.32(c)(1)(i). Under §312.32(c)(1)(i),
as revised in this final rule, sponsors
must submit written IND safety reports
to FDA and all participating
investigators within 15 calendar days
after the sponsor’s receipt of
information on any adverse experience
associated with the use of the drug that
is both serious and unexpected; or any
finding from tests in laboratory animals
that suggests a significant risk for
human subjects including reports of
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mutagenicity, teratogenicity, or
carcinogenicity.

FDA advises sponsors, as described in
greater detail in the final ICH E2A
guideline (60 FR 11284 at 11285 and
11286), to submit in written IND safety
reports as much information as possible
on a case. In some instances,
information for final description and
evaluation of a case report may not be
available within 15 calendar days.
Nevertheless, initial reports should be
submitted within this timeframe when
the following minimum criteria are met:
An identifiable patient; a suspected
medicinal product; an identifiable
reporter; and an adverse event or
outcome that can be identified as
serious and unexpected, and for which,
in clinical investigation cases, there is a
reasonable suspected causal
relationship between the investigational
product and the adverse event (i.e., the
causal relationship cannot be ruled out).
For reportable events that occur during
a “blinded” clinical investigation,
sponsors should only break the blind for
the subject in question. Sponsors should
consult with the FDA review division
responsible for their IND in situations in
which the sponsor believes that
breaking the blind would compromise
their study (e.g., when a fatal or other
serious outcome is the primary efficacy
endpoint in a clinical investigation).
Reportable events attributed to a
specific dosage form, formulation, or
route of administration should be cross-
referenced to other IND’s for the drug.
Reportable events associated with a
particular population or for a specific
indication should also be cross-
referenced to other IND’s for the drug.

FDA expects sponsors to submit
written IND safety reports every time
the sponsor receives or otherwise
obtains information about a serious and
unexpected adverse experience
associated with the use of the drug until
the current investigator brochure or, if
the investigator brochure is not
required, until the risk information
described in the general investigational
plan or elsewhere in the current
application is amended. This is
consistent with the final ICH E2A
guideline (60 FR 11284 at 11285): “Until
source documents are amended,
expedited reporting is required for
additional occurrences of the reaction.”

12. One comment asked when a
written safety report would be due if the
15th day occurs on a weekend or
holiday.

FDA advises that if the 15th calendar
day occurs on a weekend or U.S.
Federal holiday, the written safety
report would be due the 1st working day

after the weekend or U.S. Federal
holiday.

E. IND Safety Reports—Telephone

FDA proposed to revise the
requirements for submitting IND safety
reports by telephone, under
§312.32(c)(2), by altering the time
period for submitting such reports from
3 working days to 7 calendar days. FDA
also proposed to allow telephone safety
reports to be made by facsimile
transmission.

13. Two comments expressed support
for the 7 calendar day timeframe. Other
comments requested longer timeframes
because 7 days does not provide a
significant difference from the current
time period, and because additional
time is needed for contacting non-U.S.
physicians. One comment asked for a
timeframe of 10 calendar days, and
another requested any period longer
than 7 calendar days.

FDA declines to lengthen the
timeframe for IND safety reports by
telephone or facsimile transmission.
FDA believes it is important that
unexpected fatal or life-threatening
experiences associated with the use of
the drug be reported to the agency as
expeditiously as possible. A 7 calendar
day timeframe is reasonable for these
types of reports. This timeframe is also
consistent with recommendations in the
final ICH E2A guideline (60 FR 11284 at
11286).

14. Three comments supported FDA’s
proposal to accept telephone safety
reports by “facsimile transmission.” The
comments also requested that FDA
permit transmission of these reports by
other electronic mechanisms such as
Internet or electronic mail systems.

In the Federal Register of March 20,
1997 (62 FR 13430), FDA published a
final rule that permits the agency to
accept electronic records, electronic
signatures, and handwritten signatures
executed to electronic records as
generally equivalent to paper records
and handwritten signatures executed on
paper. FDA stated in this final rule that
it will announce in the Federal Register
when it is prepared to accept certain
submissions in electronic format only.
At the present time, FDA is not
prepared to accept electronic
submission of IND safety reports, but is
developing a system to accept such
submissions in the future.

15. One comment requested that FDA
restore the phrase *‘in the clinical
studies conducted under the IND”’ to the
language in §312.32(c)(2) for telephone
safety reports of any unexpected fatal or
life-threatening experience associated
with the use of the drug. The phrase did

not appear in the October 27, 1994,
proposed revisions to this section.

It is FDA’s intention not to restrict
telephone safety reports of any
unexpected fatal or life-threatening
experience associated with the use of
the drug to clinical studies conducted
under the IND. As stated under
§312.32(b), as revised in this final rule,
the sponsor shall promptly review all
information relevant to the safety of the
drug obtained or otherwise received by
the sponsor from any source, foreign or
domestic, including information derived
from any clinical or epidemiological
investigations, animal investigations,
commercial marketing experience,
reports in the scientific literature, and
unpublished scientific papers, as well as
reports from foreign regulatory
authorities that have not already been
previously reported to the agency by the
sponsor. Thus, the sponsor is
responsible for notifying FDA by
telephone or facsimile transmission, as
soon as possible, but in no event later
than 7 calendar days, of any unexpected
fatal or life-threatening experience
associated with the use of the drug from
any source. This requirement is
consistent with the final ICH E2A
guideline (60 FR 11284 at 11286):

Information obtained by a sponsor or
manufacturer on serious, unexpected reports
from any source should be submitted on an
expedited basis to appropriate regulatory
authorities if the minimum criteria for
expedited reporting can be met.

F. Postmarketing Alert and Followup
Reports

FDA proposed to amend
88 310.305(c), 314.80(c), and 600.80(c)
by reorganizing, renumbering, and
retitling the paragraphs in these sections
to distinguish between postmarketing
15-day Alert reports and followups to
these reports. FDA also proposed to
distinguish between the reporting
intervals for postmarketing 15-day Alert
reports and the intervals proposed for
postmarketing periodic reports. In
addition, FDA proposed to amend
§8310.305(c)(1) through (c)(4),
314.80(c)(1)(i) through (c)(1)(iv), and
600.80(c)(1)(i) through (c)(1)(iv), to alter
the time period for submitting
postmarketing 15-day Alert reports and
followup reports from 15 working days
to 15 calendar days.

16. Twelve comments stated that the
15 calendar day timeframe is overly
burdensome. One comment noted that
the change from 15 working days to 15
calendar days would result in
approximately one-third (6 days) less
time for preparation of reports for
submission to FDA. Another comment
indicated that, although the proposed
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timeframe is in accord with the final
ICH E2A guideline, it would cause
significant disruption in reporting
schedules and would probably result in
incomplete reports. Another comment
stated that the revised timeframe would
not provide international companies
with sufficient time to receive and
translate foreign reports. One comment
said that the proposed timeframe
incorrectly assumes that reporters are
universally accessible anywhere in the
world. Six comments offered
suggestions for alternative timeframes.
Three comments recommended 20
calendar days, one recommended 21
calendar days, and another
recommended 22 calendar days. Two of
the comments encouraged retention of
the 15 working day timeframe currently
required by FDA.

FDA declines to revise its proposed
15 calendar day timeframe for
postmarketing Alert reports. The agency
proposed to revise the reporting period
from 15 working days to 15 calendar
days to provide consistency in pre- and
postmarketing safety reporting
timeframes for products and to decrease
misunderstandings with reporting
requirements by stating all timeframes
in terms of calendar days. This
timeframe is consistent with the 15
calendar day reporting timeframe in the
final ICH E2A guideline (60 FR 11284 at
11286) and consistent with the change
in timeframe set forth in this final rule
at §312.32(c)(1) and (d)(3) for IND safety
reporting of serious and unexpected
experiences. This timeframe is sufficient
for persons subject to the postmarketing
safety reporting requirements to gather
appropriate data and initially interpret
reports before submitting them to the
agency.

In this final rule, FDA is amending its
postmarketing expedited safety
reporting regulations, at
§310.305(c)(1)(i), by adding the
following phrase to the end of the first
sentence: ‘‘by the person whose name
appears on the label.” FDA is making
this revision to clarify when the 15
calendar day timeframe begins for
marketed prescription drugs for human
use without approved new drug
applications. This change is consistent
with current language under
§8314.80(c)(1)(i) and 600.80(c)(1)(i) for
marketed prescription drugs for human
use with approved NDA's and for
licensed biological products. Under
§314.80(c)(1)(i), 15-day Alert reports
must be submitted no later than 15
calendar days of initial receipt of
information by the applicant. Under
§600.80(c)(1)(i), such reports must be
submitted within the same timeframe

based on initial receipt of information
by the licensed manufacturer.

17. Two comments requested that
they be permitted to use the CIOMS |
form for reporting foreign events as an
alternative to FDA Form 3500A without
obtaining prior FDA approval. In
addition, the comments preferred using
the CIOMS | form instead of FDA Form
3500A for all adverse drug experience
reporting worldwide.

In the June 1993 notice, the agency
stated that reporters may use the CIOMS
| form for reporting foreign events with
prior FDA approval. FDA has
considered the comments and has
decided to revise 88 310.305, 314.80,
and 600.80 to permit the use of the
CIOMS | form for reports of foreign
events without first obtaining prior FDA
approval. FDA is taking this action to
expedite the reporting of foreign events.

FDA will continue to require use of
FDA Form 3500A for reports of
domestic events. FDA Form 3500A is
more comprehensive than the CIOMS |
form and includes elements
recommended by the final ICH E2A
guideline that are not part of the CIOMS
| form (60 FR 11284 at 11287). For
example, the following items are
included in FDA Form 3500A and
requested in the ICH E2A guideline but
are not included in the CIOMS | form:
Body weight, the terms ““‘congenital
anomaly” and “other” (identifiers of
adverse event outcomes), the lot number
and dosage strength of suspected
medicinal product(s), details on the
event reporter, and the regulatory code
number (e.g., IND/NDA number).

18. One comment requested that FDA
accept postmarketing 15-day Alert and
followup reports through electronic
transmission.

As explained above, FDA has
published a final rule to permit the
agency to accept electronic records,
electronic signatures, and handwritten
signatures executed to electronic
records as generally equivalent to paper
records and handwritten signatures
executed on paper (62 FR 13430). At the
present time, FDA is not prepared to
accept electronic submission of 15-day
Alert reports, but is developing a system
to accept such submissions in the
future.

G. Written Procedures for Monitoring
Adverse Drug Experiences

FDA proposed to amend
§8310.305(a), 314.80(b), and 600.80(b)
to require that any person subject to the
reporting requirements under
§§310.305(c), 314.80(c), and 600.80(c)
develop written procedures for the
surveillance, receipt, evaluation, and

reporting of adverse drug experiences to
FDA.

19. One comment opposed this
amendment. The comment stated that
these written procedures are customary
and usual in the industry and, if made
part of a regulation, could be potentially
burdensome to manufacturers and
would permit FDA to dictate internal
procedures.

FDA declines to withdraw this
proposed amendment. As explained in
the preamble to the October 1994
proposal (59 FR 54046 at 54053), this
requirement would improve
postmarketing surveillance by
applicants and manufacturers and
would enhance an applicant’s and a
manufacturer’s ability to evaluate and
report adverse drug experiences to the
agency. In addition, because such
written procedures are usual and
customary, FDA believes that this
provision would not impose a new
burden on applicants and
manufacturers.

20. One comment stated that it is
inappropriate to require packers and
distributors to develop written
procedures for the surveillance, receipt,
evaluation, and reporting of adverse
drug experiences to FDA if they elect to
submit these reports to the
manufacturer.

Under §8310.305(c)(1)(i),
314.80(c)(1)(iv), and 600.80(c)(1)(iv),
packers and distributors are subject to
the reporting requirements if their name
appears on the label of a marketed
prescription drug product or licensed
biological product. A packer or
distributor who elects to submit adverse
drug experience reports to an applicant,
manufacturer, or licensed manufacturer
of a final biological product under
§§310.305(c)(4), 314.80(c)(1)(iv), and
600.80(c)(1)(iv) must include
information about making such an
election in their written procedures, as
well as procedures for recordkeeping
required to be maintained under these
regulations. For the reasons explained
in the October 1994 proposal (59 FR
54046 at 54053), it is appropriate to
require that these packers and
distributors develop written procedures
to ensure that they comply with these
regulations.

21. One comment requested that FDA
specify the minimum requirements for a
company’s written procedures for
reporting adverse drug experiences.

FDA declines to specify minimum
requirements for written reporting
procedures. As explained in the October
1994 proposal (59 FR 54046 at 54053),
written procedures for handling adverse
drug experiences are customary and
usual in the pharmaceutical industry. In
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addition, such procedures have been
required for many years by FDA'’s
current good manufacturing practice
(CGMP) regulations for finished
pharmaceuticals (21 CFR 211.198).

H. Submission of Postmarketing 15-day
Alert Reports by Persons Other Than
Applicants, Manufacturers, and
Licensed Manufacturers of a Final
Biological Product

Current postmarketing safety
reporting regulations, at § 310.305(c)(5),
permit packers and distributors to
submit reports of serious adverse drug
experiences to the manufacturer instead
of FDA. Under § 314.80(c)(1)(iii),
manufacturers, packers, and distributors
may submit these reports to the
applicant. Under § 600.80(c)(1)(iii),
packers, distributors, and manufacturers
other than licensed manufacturers of the
final biological product may submit
these reports to the licensed
manufacturer of the final product.
Currently, these reports must be
submitted within 3 working days of
their receipt. FDA proposed to revise
this timeframe to 3 calendar days. The
manufacturer, applicant, and licensed
manufacturer of the final biological
product would then comply with the
requirements described in this section
by submitting the report to FDA as soon
as possible, but in no case later than 15
calendar days of initial receipt of the
information.

22. Five comments opposed changing
3 working days to 3 calendar days
because the new timeframe is overly
burdensome, especially if the period
includes holidays or weekends. One
comment said that manufacturers,
packers, distributors, and shared and
joint manufacturers would probably
submit these reports directly to FDA in
order to utilize the longer timeframe.
This would result in duplicative
reporting to the agency. The comments
suggested alternative timeframes. Three
comments recommended 5 calendar
days, one recommended 7 calendar
days, and another recommended that
the current requirement of 3 working
days be maintained.

FDA agrees with the comments and
has revised the final rule at
§8310.305(c)(4), 314.80(c)(1)(iv), and
600.80(c)(1)(iv) to permit manufacturers,
packers, and distributors, as well as
manufacturers, packers, distributors,
shared manufacturers, joint
manufacturers, and any other
participant involved in divided
manufacturing of a biological product,
to submit reports of serious adverse
drug experiences to the manufacturer,
applicant, or licensed manufacturer of

the final biological product in 5
calendar days.

23. One comment requested that the
regulations state that manufacturers
should not submit to FDA reports it
receives from a reporter, if the reporter
has submitted the report to FDA.

FDA declines to revise its regulations
to exempt manufacturers from
submitting safety reports to FDA that it
receives from a voluntary reporter who
has submitted the report to FDA,
regardless of whether the reporter is a
physician, pharmacist, or other health
care professional, or a consumer. The
agency requires manufacturers to submit
such reports to FDA to ensure that the
agency receives all safety reports.
However, as now stated at
§8310.305(c)(6), 314.80(b), and
600.80(b), no one subject to the
postmarketing safety reporting
regulations at 8§ 310.305(c), 314.80(c),
and 600.80(c) is required to resubmit to
the agency FDA Form 3500A reports
that the agency has forwarded to them.

I. General Comments

24. One comment asked whether the
Federal Register notices announcing the
availability of FDA Forms 3500 and
3500A had been withdrawn, revised, or
replaced by the October 1994 proposal.
The comment indicated that the
effective date for FDA Form 3500A was
put on hold pending revision of the
regulations for safety reporting.

The June 1993 notice (58 FR 31596),
announced the availability of FDA
Forms 3500 and 3500A. The use of FDA
Form 3500 was effective immediately,
while the use of FDA Form 3500A was
scheduled to be effective on November
30, 1993. Manufacturers, medical device
distributors, and user facilities were
encouraged to begin using the form
immediately. In the Federal Register of
December 3, 1993 (58 FR 64001), FDA
extended the effective date for use of
FDA Form 3500A until FDA issues a
final rule amending the regulations to
require the use of the form. This final
rule makes the requirement for use of
FDA Form 3500A effective on April 6,
1998.

25. Four comments requested that
FDA publish guidelines to explain the
proposed regulations. Two of the
comments asked whether a draft
guideline could be published with an
opportunity for public comment before
publication of the final rule.

In the Federal Register of March 1,
1995 (60 FR 11284), FDA published the
final ICH E2A guideline “Clinical Safety
Data Management: Definitions and
Standards for Expedited Reporting.”
Concerning the opportunity for
comment on guidances, on July 9, 1993

(58 FR 37408), FDA published the draft
ICH E2A guideline for public comment.
As described under section Il of this
document, FDA is in the process of
revising guidances pertaining to this
final rule and will provide opportunity
for public comment and notice of
availability of any draft or final
guidance documents in the Federal
Register and on FDA’s WWW home
page, under the GGP’s (62 FR 8961).

26. One comment asked whether
information on the United Kingdom
Medicines Control Agency’s Medical
Dictionary for Drug Regulatory Affairs
would be incorporated into the final
rule.

This terminology was not discussed
in the proposed rule and will not be
incorporated into this final rule. At the
September 1994 CIOMS meeting, it was
agreed that this terminology would be
the basis for the development of a new
international medical terminology to
support classification of terms relating
to all aspects of drug regulation. In July
1997, ICH developed a final consensus
guideline on this topic (ICH M1). At this
time, FDA is considering the ICH M1
document.

V. Environmental Impact

The agency has determined under 21
CFR 25.30(h) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

VI. Analysis of Impacts

The agency has considered the
potential economic impact of this final
rule under Executive Order 12866, the
Regulatory Flexibility Act (5 U.S.C.
601-612), as amended by Subtitle D of
the Small Business Regulatory Fairness
Act of 1996 (Pub. L. 104-721), and the
Unfunded Mandates Reform Act of 1995
(Pub. L. 104-4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this final rule is consistent
with the regulatory philosophy and
principles identified in the Executive
Order. In addition, the final rule is not
a significant regulatory action as defined
by the Executive Order and so is not
subject to review under the Executive
Order.
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The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. The agency certifies that the
final rule will not have a significant
economic impact on a substantial
number of small entities. According to
the Small Business Administration,
manufacturers of medicinals and
botanicals or pharmaceutical
preparations with 750 or less
employees, and manufacturers of
diagnostic substances or biological
products with 500 or less employees are
considered a small business. As
discussed in section VII of this
document, modifications and additions
to the recordkeeping requirements will
not result in a change in industry’s
current recordkeeping burden hours.
Therefore, under the Regulatory
Flexibility Act, no further analysis is
needed.

The final rule will also not impose
annual expenditures of $100 million or
more on either State, local, and tribal
governments in aggregate, or on the
private sector. Therefore, a written
statement and economic analysis is not
required as prescribed under section
202(a) of the Unfunded Mandates
Reform Act of 1995.

VII. Paperwork Reduction Act of 1995

This final rule contains information
collection provisions that are subject to
review by the Office of Management and
Budget (OMB) under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501-
3520). The title, description, and
respondent description of the
information collection provisions are
shown below.

Title: Expedited Safety Reporting
Requirements for Human Drug and
Biological Products; Final Rule.

Description: FDA is amending its
current expedited safety reporting
requirements to replace current Form
FDA-1639 with new FDA Form 3500A;
to revise certain definitions, reporting
periods and formats; to require
applicants, manufacturers, packers, and
distributors, as well as licensed
manufacturers and other manufacturers
of biological products to develop
written procedures for postmarketing
safety monitoring and reporting of
adverse drug experiences to FDA; and to
make other revisions to provide
uniformity to the expedited pre- and
postmarketing safety reporting
regulations. These changes will simplify
and facilitate expedited safety reporting
and enhance agencywide consistency in
the collection of postmarketing safety
data.

Respondent Description: Businesses
and other for-profit organizations, State
or local governments, Federal agencies,
and nonprofit institutions.

FDA believes that this final rule will
not result in any increase in paperwork
burden as compared to current
expedited safety reporting requirements.
The new requirement under
§8310.305(a), 314.80(b), and 600.80(b),
that persons subject to the
postmarketing safety reporting
requirements develop written
procedures for the surveillance, receipt,
evaluation, and reporting to FDA of
adverse drug experiences, does not
impose a new burden because it codifies
a practice that is already customary and
usual in the pharmaceutical industry for
handling adverse drug experiences.

The new recordkeeping requirements
under 88 310.305(c)(2), 314.80(c)(1)(ii),
and 600.80(c)(1)(ii), that persons subject
to the postmarketing safety reporting
requirements maintain records of
unsuccessful attempts to obtain
additional followup information on 15-
day Alert reports, do not result in a
change in the burden. Current
regulations provide for submission of a
followup report describing steps taken
to seek additional information and the
reasons why it could not be obtained;
FDA estimates that the effort needed to
file this existing information will be, at
worst, no more than the effort that
would have been required to submit it
to FDA.

The new language in §312.32(b)
explicitly requiring that sponsors
review: (1) Information derived from
any epidemiological investigations, or
(2) reports from foreign regulatory
authorities that have not already been
previously reported to the agency by the
sponsor does not impose a new burden
because this amendment is only a
clarification. Sponsors are already
required to review all information
relevant to the safety of the drug
obtained or otherwise received by the
sponsor from any source, foreign or
domestic.

Although the October 1994 proposal
provided a 90-day comment period
under the Paperwork Reduction Act of
1980, FDA is providing an additional
opportunity for public comment under
the Paperwork Reduction Act of 1995,
which was enacted after the expiration
of the comment period and applies to
this final rule. Therefore, FDA now
invites comments on: (1) Whether the
proposed collection of information is
necessary for the proper performance of
FDA'’s functions, including whether the
information will have practical utility;
(2) the accuracy of FDA'’s estimate of the
burden of the proposed collection of

information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology. Individuals and
organizations may submit comments on
the information collection provisions of
this final rule by December 8, 1997.
Comments should be directed to the
Dockets Management Branch (address
above).

At the close of the 60-day comment
period, FDA will review the comments
received, revise the information
collection provisions as necessary, and
submit these provisions to OMB for
review and approval. FDA will publish
a notice in the Federal Register when
the information collection provisions
are submitted to OMB, and an
opportunity for public comment to OMB
will be provided at that time. Prior to
the effective date of this final rule, FDA
will publish a notice in the Federal
Register of OMB’s decision to approve,
modify, or disapprove the information
collection provisions. 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.

VIIIl. References

The following references have been
placed on display at the Dockets
Management Branch (address above)
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday.

1. International Reporting of Periodic Drug-
Safety Update Summaries, Final Report of
CIOMS Working Group 11, 1992.

2. International Reporting of Adverse Drug
Reactions, Final Report of CIOMS Working
Group 1, 1990.

List of Subjects
21 CFR Part 20

Confidential business information,
Courts, Freedom of information,
Government employees.

21 CFR Part 310

Administrative practice and
procedure, Drugs, Labeling, Medical
devices, Reporting and recordkeeping
requirements.

21 CFR Part 312

Drugs, Exports, Imports,
Investigations, Labeling, Medical
research, Reporting and recordkeeping
requirements, Safety.
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21 CFR Part 314

Administrative practice and
procedure, Confidential business
information, Drugs, Reporting and
recordkeeping requirements.

21 CFR Part 600

Biologics, 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, 21 CFR parts 20, 310, 312,
314, and 600 are amended as follows:

PART 20—PUBLIC INFORMATION

1. The authority citation for 21 CFR
part 20 continues to read as follows:

Authority: Secs. 201-903 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
321-393); secs. 301, 302, 303, 307, 310, 311,
351, 352, 354-360F, 361, 362, 1701-1706,
2101 of the Public Health Service Act (42
U.S.C. 241, 242, 242a, 242l, 242n, 243, 262,
263, 263b—263n, 264, 265, 300u-300u-5,
300aa-1); 5 U.S.C. 552; 18 U.S.C. 1905; 19
U.S.C. 2531-2582; 21 U.S.C. 1401-1403.

§20.112 [Amended]

2. Section 20.112 Voluntary drug
experience reports submitted by
physicians and hospitals is amended in
paragraph (a) by removing the words
“Form FDA-1639” and adding in their
place “FDA Form 3500".

PART 310—NEW DRUGS

3. The authority citation for 21 CFR
part 310 continues to read as follows:

Authority: Secs. 201, 301, 501, 502, 503,
505, 506, 507, 512-516, 520, 601(a), 701, 704,
705, 721 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 321, 331, 351, 352,
353, 355, 356, 357, 360b—360f, 360j, 361(a),
371, 374, 375, 379¢); secs. 215, 301, 302(a),
351, 354-360F of the Public Health Service
Act (42 U.S.C. 216, 241, 242(a), 262, 263b—
263n).

4. Section 310.305 is amended by
adding a new sentence at the end of
paragraph (a); by revising paragraphs
(b), (¢), (d)(1), (d)(3)(ii), and (d)(4); by
removing in paragraph (d)(2), the
introductory text of paragraph (d)(3),
and paragraph (d)(3)(i) the words “Form
FDA-1639” or “FDA-1639" and adding
in their place “FDA Form 3500A” to
read as follows:

§310.305 Records and reports concerning
adverse drug experiences on marketed
prescription drugs for human use without
approved new drug applications.

(@) * * * Any person subject to the
reporting requirements of paragraph (c)
of this section shall also develop written
procedures for the surveillance, receipt,

evaluation, and reporting of
postmarketing adverse drug experiences
to FDA.

(b) Definitions. The following
definitions of terms apply to this
section:

Adverse drug experience. Any adverse
event associated with the use of a drug
in humans, whether or not considered
drug related, including the following:
An adverse event occurring in the
course of the use of a drug product in
professional practice; an adverse event
occurring from drug overdose whether
accidental or intentional; an adverse
event occurring from drug abuse; an
adverse event occurring from drug
withdrawal; and any failure of expected
pharmacological action.

Disability. A substantial disruption of
a person’s ability to conduct normal life
functions.

Life-threatening adverse drug
experience. Any adverse drug
experience that places the patient, in the
view of the initial reporter, at immediate
risk of death from the adverse drug
experience as it occurred, i.e., it does
not include an adverse drug experience
that, had it occurred in a more severe
form, might have caused death.

Serious adverse drug experience. Any
adverse drug experience occurring at
any dose that results in any of the
following outcomes: Death, a life-
threatening adverse drug experience,
inpatient hospitalization or
prolongation of existing hospitalization,
a persistent or significant disability/
incapacity, or a congenital anomaly/
birth defect. Important medical events
that may not result in death, be life-
threatening, or require hospitalization
may be considered a serious adverse
drug experience when, based upon
appropriate medical judgment, they may
jeopardize the patient or subject and
may require medical or surgical
intervention to prevent one of the
outcomes listed in this definition.
Examples of such medical events
include allergic bronchospasm requiring
intensive treatment in an emergency
room or at home, blood dyscrasias or
convulsions that do not result in
inpatient hospitalization, or the
development of drug dependency or
drug abuse.

Unexpected adverse drug experience.
Any adverse drug experience that is not
listed in the current labeling for the
drug product. This includes events that
may be symptomatically and
pathophysiologically related to an event
listed in the labeling, but differ from the
event because of greater severity or
specificity. For example, under this
definition, hepatic necrosis would be
unexpected (by virtue of greater

severity) if the labeling only referred to
elevated hepatic enzymes or hepatitis.
Similarly, cerebral thromboembolism
and cerebral vasculitis would be
unexpected (by virtue of greater
specificity) if the labeling only listed
cerebral vascular accidents.
“Unexpected,” as used in this
definition, refers to an adverse drug
experience that has not been previously
observed (i.e., included in the labeling)
rather than from the perspective of such
experience not being anticipated from
the pharmacological properties of the
pharmaceutical product.

(c) Reporting requirements. Each
person identified in paragraph (c)(1)(i)
of this section shall report to FDA
adverse drug experience information as
described in this section and shall
submit one copy of each report to the
Division of Pharmacovigilance and
Epidemiology (HFD-730), Center for
Drug Evaluation and Research, Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857.

(1) Postmarketing 15-day ““Alert
reports’. (i) Any person whose name
appears on the label of a marketed
prescription drug product as its
manufacturer, packer, or distributor
shall report to FDA each adverse drug
experience received or otherwise
obtained that is both serious and
unexpected as soon as possible, but in
no case later than 15 calendar days of
initial receipt of the information by the
person whose name appears on the
label. Each report shall be accompanied
by a copy of the current labeling for the
drug product.

(ii) A person identified in paragraph
(c)(2)(i) of this section is not required to
submit a 15-day “‘Alert report” for an
adverse drug experience obtained from
a postmarketing study (whether or not
conducted under an investigational new
drug application) unless the applicant
concludes that there is a reasonable
possibility that the drug caused the
adverse experience.

(2) Postmarketing 15-day “Alert
reports”’—followup. Each person
identified in paragraph (c)(1)(i) of this
section shall promptly investigate all
serious, unexpected adverse drug
experiences that are the subject of these
postmarketing 15-day Alert reports and
shall submit followup reports within 15
calendar days of receipt of new
information or as requested by FDA. If
additional information is not obtainable,
records should be maintained of the
unsuccessful steps taken to seek
additional information. Postmarketing
15-day Alert reports and followups to
them shall be submitted under separate
cover.
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(3) Submission of reports. To avoid
unnecessary duplication in the
submission of, and followup to, reports
required in this section, a packer’s or
distributor’s obligations may be met by
submission of all reports of serious
adverse drug experiences to the
manufacturer of the drug product. If a
packer or distributor elects to submit
these adverse drug experience reports to
the manufacturer rather than to FDA, it
shall submit each report to the
manufacturer within 5 calendar days of
its receipt by the packer or distributor,
and the manufacturer shall then comply
with the requirements of this section
even if its name does not appear on the
label of the drug product. Under this
circumstance, the packer or distributor
shall maintain a record of this action
which shall include:

(i) A copy of each adverse drug
experience report;

(ii) The date the report was received
by the packer or distributor;

(iii) The date the report was submitted
to the manufacturer; and

(iv) The name and address of the
manufacturer.

(4) Each report submitted to FDA
under this section shall bear prominent
identification as to its contents, i.e., ““15-
day Alert report,” or “15-day Alert
report-followup.”

(5) A person identified in paragraph
(c)(2)(i) of this section is not required to
resubmit to FDA adverse drug
experience reports forwarded to that
person by FDA; however, the person
must submit all followup information on
such reports to FDA.

(d) * * * (1) Except as provided in
paragraph (d)(3) of this section, each
person identified in paragraph (c)(1)(i)
of this section shall submit each report
of a serious and unexpected adverse
drug experience on an FDA Form 3500A
(foreign events may be submitted either
on an FDA Form 3500A or, if preferred,
on a CIOMS | form).

* * * * *

(3) * * *

(ii) The format is agreed to in advance
by MedWatch: The FDA Medical
Products Reporting Program.

(4) Ten copies or fewer of FDA Form
3500A and/or a copy of the instructions
for completing the form may be
obtained from the Division of
Pharmacovigilance and Epidemiology
(HFD-730), Center for Drug Evaluation
and Research, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857. More than 10
copies of the form may be obtained by
writing to the Consolidated Forms and
Publications Distribution Center,

Washington Commerce Center, 3222
Hubbard Rd., Landover, MD 20785.

* * * * *

PART 312—INVESTIGATIONAL NEW
DRUG APPLICATION

5. The authority citation for 21 CFR
part 312 continues to read as follows:

Authority: Secs. 201, 301, 501, 502, 503,
505, 506, 507, 701 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 321, 331, 351,
352, 353, 355, 356, 357, 371); sec. 351 of the
Public Health Service Act (42 U.S.C. 262).

6. Section 312.32 is amended by
revising paragraphs (a), (b), (c)(1)(i),
(c)(2), and (d)(3); by adding in the
second sentence of paragraph (c)(3) the
words “new drug review’’ before the
phrase “division in the Center for Drug
Evaluation and Research” and the
words ‘“‘the director of the product
review division in” before the phrase
“the Center for Biologics Evaluation and
Research’’; and by removing in
paragraph (e) the word “‘section” and
replacing it with the word “‘part”, to
read as follows:

§312.32 IND safety reports.

(a) Definitions. The following
definitions of terms apply to this
section:

Associated with the use of the drug.
There is a reasonable possibility that the
experience may have been caused by the
drug.

D?sability. A substantial disruption of
a person’s ability to conduct normal life
functions.

Life-threatening adverse drug
experience. Any adverse drug
experience that places the patient or
subject, in the view of the investigator,
at immediate risk of death from the
reaction as it occurred, i.e., it does not
include a reaction that, had it occurred
in a more severe form, might have
caused death.

Serious adverse drug experience: Any
adverse drug experience occurring at
any dose that results in any of the
following outcomes: Death, a life-
threatening adverse drug experience,
inpatient hospitalization or
prolongation of existing hospitalization,
a persistent or significant disability/
incapacity, or a congenital anomaly/
birth defect. Important medical events
that may not result in death, be life-
threatening, or require hospitalization
may be considered a serious adverse
drug experience when, based upon
appropriate medical judgment, they may
jeopardize the patient or subject and
may require medical or surgical
intervention to prevent one of the
outcomes listed in this definition.
Examples of such medical events

include allergic bronchospasm requiring
intensive treatment in an emergency
room or at home, blood dyscrasias or
convulsions that do not result in
inpatient hospitalization, or the
development of drug dependency or
drug abuse.

Unexpected adverse drug experience:
Any adverse drug experience, the
specificity or severity of which is not
consistent with the current investigator
brochure; or, if an investigator brochure
is not required or available, the
specificity or severity of which is not
consistent with the risk information
described in the general investigational
plan or elsewhere in the current
application, as amended. For example,
under this definition, hepatic necrosis
would be unexpected (by virtue of
greater severity) if the investigator
brochure only referred to elevated
hepatic enzymes or hepatitis. Similarly,
cerebral thromboembolism and cerebral
vasculitis would be unexpected (by
virtue of greater specificity) if the
investigator brochure only listed
cerebral vascular accidents.
“Unexpected,” as used in this
definition, refers to an adverse drug
experience that has not been previously
observed (e.g., included in the
investigator brochure) rather than from
the perspective of such experience not
being anticipated from the
pharmacological properties of the
pharmaceutical product.

(b) Review of safety information. The
sponsor shall promptly review all
information relevant to the safety of the
drug obtained or otherwise received by
the sponsor from any source, foreign or
domestic, including information derived
from any clinical or epidemiological
investigations, animal investigations,
commercial marketing experience,
reports in the scientific literature, and
unpublished scientific papers, as well as
reports from foreign regulatory
authorities that have not already been
previously reported to the agency by the
sponsor.

(c) IND safety reports. (1) Written
reports—(i) The sponsor shall notify
FDA and all participating investigators
in a written IND safety report of:

(A) Any adverse experience
associated with the use of the drug that
is both serious and unexpected; or

(B) Any finding from tests in
laboratory animals that suggests a
significant risk for human subjects
including reports of mutagenicity,
teratogenicity, or carcinogenicity. Each
notification shall be made as soon as
possible and in no event later than 15
calendar days after the sponsor’s initial
receipt of the information. Each written
notification may be submitted on FDA
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Form 3500A or in a narrative format
(foreign events may be submitted either
on an FDA Form 3500A or, if preferred,
on a CIOMS | form; reports from animal
or epidemiological studies shall be
submitted in a narrative format) and
shall bear prominent identification of its
contents, i.e., “IND Safety Report.” Each
written notification to FDA shall be
transmitted to the FDA new drug review
division in the Center for Drug
Evaluation and Research or the product
review division in the Center for
Biologics Evaluation and Research that
has responsibility for review of the IND.
If FDA determines that additional data
are needed, the agency may require
further data to be submitted.

* * * * *

(2) Telephone and facsimile
transmission safety reports. The sponsor
shall also notify FDA by telephone or by
facsimile transmission of any
unexpected fatal or life-threatening
experience associated with the use of
the drug as soon as possible but in no
event later than 7 calendar days after the
sponsor’s initial receipt of the
information. Each telephone call or
facsimile transmission to FDA shall be
transmitted to the FDA new drug review
division in the Center for Drug
Evaluation and Research or the product
review division in the Center for
Biologics Evaluation and Research that

has responsibility for review of the IND.
* * * * *

(d) * * *

(3) If the results of a sponsor’s
investigation show that an adverse drug
experience not initially determined to
be reportable under paragraph (c) of this
section is so reportable, the sponsor
shall report such experience in a written
safety report as soon as possible, but in
no event later than 15 calendar days

after the determination is made.
* * * * *

PART 314—APPLICATIONS FOR FDA
APPROVAL TO MARKET A NEW DRUG
OR AN ANTIBIOTIC DRUG

7. The authority citation for 21 CFR
part 314 continues to read as follows:

Authority: Secs. 201, 301, 501, 502, 503,
505, 506, 507, 701, 704, 721 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 321,
331, 351, 352, 353, 355, 356, 357, 371, 374,
379%e).

8. Section 314.80 is amended by
revising paragraphs (a), (c)(1), (f)(1),
(H(3)(ii), and (f)(4) and the introductory
text of paragraph (c); by adding two new
sentences at the end of paragraph (b); by
removing in paragraph (d)(2) the words
“Epidemiology and Surveillance” and
adding in their place the words

“Pharmacovigilance and
Epidemiology’’; by removing in
paragraphs (c)(2)(ii)(b), (d)(2), ()(2), and
(f)(3) and in the heading for paragraph
(f) the words “Form FDA-1639” or
“FDA-1639" and adding in their place
the words “FDA Form 3500A"; and by
removing paragraph (j) and
redesignating paragraphs (k) and (I) as
paragraphs (j) and (k), respectively, to
read as follows:

§314.80 Postmarketing reporting of
adverse drug experiences.

(a) Definitions. The following
definitions of terms apply to this
section:

Adverse drug experience. Any adverse
event associated with the use of a drug
in humans, whether or not considered
drug related, including the following:
An adverse event occurring in the
course of the use of a drug product in
professional practice; an adverse event
occurring from drug overdose whether
accidental or intentional; an adverse
event occurring from drug abuse; an
adverse event occurring from drug
withdrawal; and any failure of expected
pharmacological action.

Disability. A substantial disruption of
a person’s ability to conduct normal life
functions.

Life-threatening adverse drug
experience. Any adverse drug
experience that places the patient, in the
view of the initial reporter, at immediate
risk of death from the adverse drug
experience as it occurred, i.e., it does
not include an adverse drug experience
that, had it occurred in a more severe
form, might have caused death.

Serious adverse drug experience. Any
adverse drug experience occurring at
any dose that results in any of the
following outcomes: Death, a life-
threatening adverse drug experience,
inpatient hospitalization or
prolongation of existing hospitalization,
a persistent or significant disability/
incapacity, or a congenital anomaly/
birth defect. Important medical events
that may not result in death, be life-
threatening, or require hospitalization
may be considered a serious adverse
drug experience when, based upon
appropriate medical judgment, they may
jeopardize the patient or subject and
may require medical or surgical
intervention to prevent one of the
outcomes listed in this definition.
Examples of such medical events
include allergic bronchospasm requiring
intensive treatment in an emergency
room or at home, blood dyscrasias or
convulsions that do not result in
inpatient hospitalization, or the
development of drug dependency or
drug abuse.

Unexpected adverse drug experience.
Any adverse drug experience that is not
listed in the current labeling for the
drug product. This includes events that
may be symptomatically and
pathophysiologically related to an event
listed in the labeling, but differ from the
event because of greater severity or
specificity. For example, under this
definition, hepatic necrosis would be
unexpected (by virtue of greater
severity) if the labeling only referred to
elevated hepatic enzymes or hepatitis.
Similarly, cerebral thromboembolism
and cerebral vasculitis would be
unexpected (by virtue of greater
specificity) if the labeling only listed
cerebral vascular accidents.
“Unexpected,” as used in this
definition, refers to an adverse drug
experience that has not been previously
observed (i.e., included in the labeling)
rather than from the perspective of such
experience not being anticipated from
the pharmacological properties of the
pharmaceutical product.

(b) * * * Applicants are not required
to resubmit to FDA adverse drug
experience reports forwarded to the
applicant by FDA; however, applicants
must submit all followup information
on such reports to FDA. Any person
subject to the reporting requirements
under paragraph (c) of this section shall
also develop written procedures for the
surveillance, receipt, evaluation, and
reporting of postmarketing adverse drug
experiences to FDA.

(c) Reporting requirements. The
applicant shall report to FDA adverse
drug experience information, as
described in this section. The applicant
shall submit two copies of each report
described in this section to the Central
Document Room, 12229 Wilkins Ave.,
Rockville, MD 20852. FDA may waive
the requirement for the second copy in
appropriate instances.

(1)(i) Postmarketing 15-day “‘Alert
reports”. The applicant shall report each
adverse drug experience that is both
serious and unexpected, whether
foreign or domestic, as soon as possible
but in no case later than 15 calendar
days of initial receipt of the information
by the applicant.

(ii) Postmarketing 15-day ““Alert
reports”’—followup. The applicant shall
promptly investigate all adverse drug
experiences that are the subject of these
postmarketing 15-day Alert reports and
shall submit followup reports within 15
calendar days of receipt of new
information or as requested by FDA. If
additional information is not obtainable,
records should be maintained of the
unsuccessful steps taken to seek
additional information. Postmarketing
15-day Alert reports and followups to
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them shall be submitted under separate
cover.

(iii) Submission of reports. The
requirements of paragraphs (c)(1)(i) and
(c)(2)(ii) of this section, concerning the
submission of postmarketing 15-day
Alert reports, shall also apply to any
person other than the applicant
(nonapplicant) whose name appears on
the label of an approved drug product
as a manufacturer, packer, or
distributor. To avoid unnecessary
duplication in the submission to FDA of
reports required by paragraphs (c)(1)(i)
and (c)(1)(ii) of this section, obligations
of a nonapplicant may be met by
submission of all reports of serious
adverse drug experiences to the
applicant. If a nonapplicant elects to
submit adverse drug experience reports
to the applicant rather than to FDA, the
nonapplicant shall submit each report to
the applicant within 5 calendar days of
receipt of the report by the
nonapplicant, and the applicant shall
then comply with the requirements of
this section. Under this circumstance,
the nonapplicant shall maintain a
record of this action which shall
include:

(A) A copy of each adverse drug
experience report;

(B) The date the report was received
by the nonapplicant;

(C) The date the report was submitted
to the applicant; and

(D) The name and address of the
applicant.

(iv) Report identification. Each report
submitted under this paragraph shall
bear prominent identification as to its
contents, i.e., “‘15-day Alert report,” or
“15-day Alert report-followup.”

* * * * *

(f) * * * (1) Except as provided in
paragraph (f)(3) of this section, the
applicant shall complete FDA Form
3500A for each report of an adverse
drug experience (foreign events may be
submitted either on an FDA Form
3500A or, if preferred, on a CIOMS |
form).

* * * * *

(3) * * *(ii) the format is agreed to
in advance by MedWatch: The FDA
Medical Products Reporting Program.

(4) Ten copies or fewer of FDA Form
3500A and/or a copy of the instructions
for completing the form may be
obtained from the Division of
Pharmacovigilance and Epidemiology
(HFD-730), Center for Drug Evaluation
and Research, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857. More than 10
copies of the form may be obtained by
writing to the Consolidated Forms and
Publications Distribution Center,

Washington Commerce Center, 3222
Hubbard Rd., Landover, MD 20785.

* * * * *

PART 600—BIOLOGICAL PRODUCTS:
GENERAL

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

Authority: Secs. 201, 501, 502, 503, 505,
510, 519, 701, 704 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 321, 351, 352,
353, 355, 360, 360i, 371, 374); secs. 215, 351,
352, 353, 361, 2125 of the Public Health
Service Act (42 U.S.C. 216, 262, 263, 263a,
264, 300aa—25).

10. Section 600.80 is amended by
revising paragraphs (a), (c)(1), (f)(1), and
the first sentence of paragraph (g); by
adding two new sentences at the end of
paragraph (b); and by removing
paragraph (j) and redesignating
paragraphs (k), (1), and (m) as
paragraphs (j), (k), and (l), respectively,
to read as follows:

§600.80 Postmarketing reporting of
adverse experiences.

(a) Definitions. The following
definitions of terms apply to this
section:

Adverse experience. Any adverse
event associated with the use of a
biological product in humans, whether
or not considered product related,
including the following: An adverse
event occurring in the course of the use
of a biological product in professional
practice; an adverse event occurring
from overdose of the product whether
accidental or intentional; an adverse
event occurring from abuse of the
product; an adverse event occurring
from withdrawal of the product; and
any failure of expected pharmacological
action.

Blood Component. As defined in
§606.3(c) of this chapter.

Disability. A substantial disruption of
a person’s ability to conduct normal life
functions.

Life-threatening adverse experience.
Any adverse experience that places the
patient, in the view of the initial
reporter, at immediate risk of death from
the adverse experience as it occurred,
i.e., it does not include an adverse
experience that, had it occurred in a
more severe form, might have caused
death.

Serious adverse experience. Any
adverse experience occurring at any
dose that results in any of the following
outcomes: Death, a life-threatening
adverse experience, inpatient
hospitalization or prolongation of
existing hospitalization, a persistent or
significant disability/incapacity, or a
congenital anomaly/birth defect.

Important medical events that may not
result in death, be life-threatening, or
require hospitalization may be
considered a serious adverse experience
when, based upon appropriate medical
judgment, they may jeopardize the
patient or subject and may require
medical or surgical intervention to
prevent one of the outcomes listed in
this definition. Examples of such
medical events include allergic
bronchospasm requiring intensive
treatment in an emergency room or at
home, blood dyscrasias or convulsions
that do not result in inpatient
hospitalization, or the development of
drug dependency or drug abuse.

Unexpected adverse experience: Any
adverse experience that is not listed in
the current labeling for the biological
product. This includes events that may
be symptomatically and
pathophysiologically related to an event
listed in the labeling, but differ from the
event because of greater severity or
specificity. For example, under this
definition, hepatic necrosis would be
unexpected (by virtue of greater
severity) if the labeling only referred to
elevated hepatic enzymes or hepatitis.
Similarly, cerebral thromboembolism
and cerebral vasculitis would be
unexpected (by virtue of greater
specificity) if the labeling only listed
cerebral vascular accidents.
“Unexpected,” as used in this
definition, refers to an adverse
experience that has not been previously
observed (i.e., included in the labeling)
rather than from the perspective of such
experience not being anticipated from
the pharmacological properties of the
pharmaceutical product.

(b) * * * Licensed manufacturers are
not required to resubmit to FDA adverse
product experience reports forwarded to
the licensed manufacturer by FDA,;
licensed manufacturers, however, must
submit all followup information on such
reports to FDA. Any person subject to
the reporting requirements under
paragraph (c) of this section shall also
develop written procedures for the
surveillance, receipt, evaluation, and
reporting of postmarketing adverse
experiences to FDA.

C***

(2)(i) Postmarketing 15-day “‘Alert
reports”. The licensed manufacturer
shall report each adverse experience
that is both serious and unexpected,
whether foreign or domestic, as soon as
possible but in no case later than 15
calendar days of initial receipt of the
information by the licensed
manufacturer.

(ii) Postmarketing 15-day ““Alert
reports”’—followup. The licensed
manufacturer shall promptly investigate
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all adverse experiences that are the
subject of these postmarketing 15-day
Alert reports and shall submit followup
reports within 15 calendar days of
receipt of new information or as
requested by FDA. If additional
information is not obtainable, records
should be maintained of the
unsuccessful steps taken to seek
additional information. Postmarketing
15-day Alert reports and followups to
them shall be submitted under separate
cover.

(iii) Submission of reports. The
requirements of paragraphs (c)(1)(i) and
(c)(1)(ii) of this section, concerning the
submission of postmarketing 15-day
Alert reports, shall also apply to any
person whose name appears on the label
of a licensed biological product as a
manufacturer, packer, distributor,
shared manufacturer, joint
manufacturer, or any other participant
involved in divided manufacturing. To
avoid unnecessary duplication in the
submission to FDA of reports required
by paragraphs (c)(1)(i) and (c)(1)(ii) of
this section, obligations of persons other
than the licensed manufacturer of the
final biological product may be met by
submission of all reports of serious
adverse experiences to the licensed
manufacturer of the final product. If a
person elects to submit adverse
experience reports to the licensed
manufacturer of the final product rather
than to FDA, the person shall submit
each report to the licensed manufacturer
of the final product within 5 calendar
days of receipt of the report by the
person, and the licensed manufacturer
of the final product shall then comply
with the requirements of this section.
Under this circumstance, a person who
elects to submit reports to the licensed
manufacturer of the final product shall
maintain a record of this action which
shall include:

(A) A copy of all adverse biological
product experience reports submitted to
the licensed manufacturer of the final
product;

(B) The date the report was received
by the person;

(C) The date the report was submitted
to the licensed manufacturer of the final
product; and

(D) The name and address of the
licensed manufacturer of the final
product.

(iv) Report identification. Each report
submitted under this paragraph shall
bear prominent identification as to its
contents, i.e., “‘15-day Alert report,” or
**15-day Alert report-followup.”

* * * * *

(f) Reporting forms. (1) Except as
provided in paragraph (f)(3) of this

section, the licensed manufacturer shall
complete the reporting form designated
by FDA for each report of an adverse
experience (FDA Form 3500A, or, for
vaccines, a VAERS form; foreign events
including those associated with the use
of vaccines, may be submitted either on
an FDA Form 3500A or, if preferred, on
a CIOMS | form).

* * * * *

(9) Multiple reports. A licensed
manufacturer should not include in
reports under this section any adverse
experience that occurred in clinical
trials if they were previously submitted
as part of the license application. * * *

* * * * *

Dated: September 25, 1997.
William K. Hubbard,

Associate Commissioner for Policy
Coordination.

[FR Doc. 97-26255 Filed 10-6-97; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF JUSTICE
Drug Enforcement Administration

21 CFR Parts 1309, 1310 and 1313
[DEA Number 154F]
RIN 1117-AA42

Implementation of the Comprehensive
Methamphetamine Control Act of 1996;
Possession of List | Chemicals
Definitions, Record Retention, and
Temporary Exemption From Chemical
Registration for Distributors of
Combination Ephedrine Products

AGENCY: Drug Enforcement
Administration (DEA), Justice.

ACTION: Final rule.

SUMMARY: DEA is finalizing the Interim
Rule, which included a request for
comment, published in the Federal
Register on February 10, 1997, (62 FR
5914). The Interim Rule amended the
regulations to incorporate certain
amendments to the Controlled
Substances Act (CSA) made by the
Comprehensive Methamphetamine
Control Act of 1996 (MCA) and to
provide temporary exemption from
registration for persons who distribute
combination ephedrine products.
Comments were received regarding
industry interpretation of certain
requirements of both the CSA and the
MCA. This notice responds to those
comments and clarifies the
requirements of the CSA and MCA with
respect to the distribution of
combination ephedrine products.

EFFECTIVE DATE: October 7, 1997.

FOR FURTHER INFORMATION CONTACT: G.
Thomas Gitchel, Chief, Liaison and
Policy Section, Office of Diversion
Control, Drug Enforcement
Administration, Washington, D.C.
20537, Telephone (202) 307-7297.

SUPPLEMENTARY INFORMATION: On
February 10, 1997, DEA published an
interim rule, with request for comment,
in the Federal Register (62 FR 5914) to
implement certain regulatory changes
mandated by the MCA and to provide
temporary exemption from registration
pending promulgation of final
regulations to implement the MCA.

Five comments were received
regarding the interim rule. Three
separate issues were raised in the
comments:

(1) Two comments expressed support
for the temporary exemptions and urged
that the exemption from registration for
retail distributors as described in the
MCA be made permanent. DEA agrees
and will make the exemption
permanent.

(2) Three comments asserted that
DEA'’s interpretation of the MCA is
incorrect and that the registration
requirement does not apply to
wholesale distributors that engage in
only sub-threshold transactions of
combination ephedrine products.

Specifically, the commentors assert
that while Section 302(a)(1) of the CSA
(21 U.S.C. 822(a)(1)) requires that any
person who distributes a List | chemical
must register, that requirement is
tempered by Section 303(h) of the CSA
(21 U.S.C. 823(h)), which provides, in
part, that registration shall not be
required for the distribution of a drug
product that is exempted under section
102(39)(A)(iv). Section 102(39) of the
CSA (21 U.S.C. 802(39)) defines the
term “‘regulated transaction”. The
definition provides in paragraph (A)(iv)
that a transaction in a listed chemical
contained in a drug product that may be
marketed or distributed under the Food,
Drug, and Cosmetic Act (FDC Act) is not
a regulated transaction, unless the drug
contains ephedrine, pseudoephedrine,
or phenylpropanolamine, and the
quantity of ephedrine,
pseudoephedrine, or
phenylpropanolamine equals or exceeds
the threshold established for the
chemical. These provisions are echoed
in DEA’s regulations; Title 21, Code of
Federal Regulations (CFR), Section
1309.21(a) requires registration for the
distribution of a List | chemical, other
than a List | chemical contained in a
drug product that is exempted under 21
CFR section 1310.01(f)(1)(iv). The
commentors assert the definition of
regulated transaction provides that a



52254

Federal Register / Vol. 62, No. 194 / Tuesday, October 7, 1997 / Rules and Regulations

drug product remains exempt if the
amount of List | chemical involved in
the transaction is less than the threshold
established for that chemical. Under the
circumstances, the commentors argue
that persons who engage only in sub-
threshold distributions of List |
chemicals contained in drug products
are exempt from the registration
requirement.

The commentors analysis of the
referenced portions of the law fails to
acknowledge certain points of law that
must be considered in determining who
must register.

First, the MCA amends existing
language to remove the exemption for
combination ephedrine products. The
specific language that is subject to the
commentors analysis (21 U.S.C.
802(39)(A)(iv) (1) and (I1) and 21 U.S.C.
823(h)) was added to the CSA by the
Domestic Chemical Diversion Control
Act of 1993 (DCDCA).

A review of the legislative history of
the DCDCA reveals that, as described in
a letter of support for the DCDCA from
the then Acting Administrator of DEA to
the Chairman of the House Committee
on Energy and Commerce, the
registration system established under
that act was “* * * precisely patterned
after the system which we have
successfully employed for handlers of
controlled substances since 1971.” (U.S.
Congressional and Administrative
News, 103rd Congress, Vol. 4, Page
2986) The registration system for
handlers of controlled substances, while
providing for the exemption of certain
products that contain controlled
substances, does not consider the
quantity involved in a distribution
when determining whether registration
is required; either the product is exempt
or non-exempt. Thus, 21 U.S.C. 823(h)
provides that the exemption from
registration applies to exempted
products, and not, as the commentor
apparently reads it, to selective
exempted distributions. In addition, the
House Report No. 103-379, relating to
the bill (H.R. 3216) which subsequently
was enacted as the DCDCA, states “This
provision removes the exemption from
record-keeping and reporting
requirements of the Controlled
Substances Act (CSA) for drugs
containing ephedrine as the only active
medicinal ingredient * * * |t also
removes the exemption for ephedrine
products containing therapeutically
insignificant quantities of other active
ingredients.” [emphasis added] At the
time the DCDCA was enacted, the
established threshold for ephedrine in
any form was one kilogram. As Congress
did not mention thresholds in its
discussion of the exemption from

registration created by the 1993
amendments, it follows that in enacting
21 U.S.C. 823(h), it meant the
exemption from registration to apply to
drug products themselves, rather than to
transactions in drug products. Exempt
products are not subject to the CSA’s
system of thresholds; therefore,
thresholds had no relevance to the
discussion.

Therefore, a distributor who
distributes any amount of a List |
chemical, including a drug product that
is not exempt, is subject to the
registration requirement.

Two additional points were raised in
this matter by the commentors. The first
dealt with the claimed inconsistency in
DEA'’s determination to exempt retail
distributors from the registration
requirement and not exempt wholesale
distributors if they engage solely in sub-
threshold sales. These commentors
stated that since retail distributors, by
definition, limit sales to sub-threshold
levels, wholesale distributors who limit
sales to the substantially higher
thresholds for wholesalers should also
be exempt from registration.

There is no inconsistency in DEA’s
decision. The United States Congress,
with the substantial participation of the
affected industries, developed the MCA
with the intent of providing controls to
prevent the diversion of products to the
illicit manufacture of
methamphetamine, while not
unnecessarily interfering with legitimate
public access to the products at the
retail level.

The MCA does not make any pretense
of amending the existing chemical
registration and recordkeeping
requirements under the CSA, as
amended by the CDTA and DCDCA. The
principal effect of the MCA is the
removal of the exemption for
pseudoephedrine,
phenylpropanolamine, and combination
ephedrine drug products, making these
products subject to the controls under
the CSA that apply to all List |
chemicals. Thus, as with any other List
I chemical, any person who distributes,
imports, or exports any amount of these
products will be subject to the chemical
registration requirement and, to the
extent that the transaction(s) meet the
threshold criteria, the chemical
recordkeeping and reporting
requirements.

Within this framework, the MCA
specifically establishes in the CSA the
unique category of ‘retail distributor’
which is distinct from all other
distributors of List | chemicals. A retail
distributor is defined asa “* * *
person whose activities as a distributor
relating to pseudoephedrine or

phenylpropanolamine products are
limited almost exclusively to sales for
personal use, both in number of sales
and volume of sales, either directly to
walk-in customers or in face-to-face
transactions by direct sales.” The MCA
further provides that the “* * * sale of
ordinary over-the-counter
pseudoephedrine or
phenylpropanolamine products by retail
distributors shall not be a regulated
transaction * * *” [emphasis added].
These provisions clearly establish
Congress’ intent that public access to
the products at the retail level be
protected and that the protection
applies only to one specific type of
activity carried out by one specific type
of distributor. It is equally clear, given
the absence of any corresponding
provisions in the MCA for other
distributors, that the existing chemical
controls, including registration, apply to
the activities of all other distributors.

DEA recognized that the threat of
diversion from the retail level would be
minimized by adherence to the 24 gram
per transaction threshold and that this
reduced threat does not now justify the
potential impact that the chemical
controls might have on legitimate public
access to the products at the retail level.
Thus, DEA determined that an
exemption from the registration
requirement for retail distributors of
combination ephedrine products who
engage exclusively in sub-threshold
transactions was consistent with the
intent of the MCA that legitimate public
access to drug products at the retail
level be protected.

The absence of any exceptions in the
MCA for non-retail distributors, coupled
with the much larger thresholds (1
kilogram for combination ephedrine
products and pseudoephedrine and 2.5
kilograms for phenylpropanolamine);
the need to balance the lack of controls
over transactions at the retail level with
controls at the wholesale level; and the
fact that it has been DEA’s experience
that the most efficient and effective
means to identify and control diversion
from the retail and wholesale levels is
through application of the controls at
the wholesale level, all pointed to the
need to maintain the registration
requirement envisioned by the MCA at
the wholesale level.

The second concern dealt with the
lack of a comprehensive listing
identifying all of the products that
contain ephedrine, and the difficulties
that distributors could encounter in
terms of identifying regulated products
and complying with the chemical
control requirements. DEA recognizes
that in the absence of a ‘closed system’
of distribution as exists for controlled
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substances, the identification of
products that may be subject to
regulation is more difficult. DEA will,
where possible, work with the industry
to assist in identification of such
products. Further, the MCA makes all
products containing ephedrine subject
to regulation. Manufacturers of such
products will have to obtain their
distributor customers DEA registration
numbers prior to distributing the
products, which should assist in
identifying products that are subject to
regulation.

(3) Two comments asserted that the
MCA exemption for sales of ordinary
over-the-counter pseudoephedrine and
phenylpropanolamine products by retail
distributors and EAS’s general
exemption for retail distributors (21 CFR
1309.29) should also apply to
distributions to the retail distributors by
warehouses that are owned or operated
by the owner of a retail chain. The
commentors argue that the definition of
retail distributors should encompass the
entire retail distribution system, which
includes both the retail outlets and the
warehouses or storage facilities which
are owned or operated by the same
corporate entity that owns the retail
outlets. They state that the distributions
from the warehouses or storage facilities
are not sales but transfers or
intracompany sales within the retail
distributor operation that are related to
the retail sales of the products. One
commentor last noted that within their
industry warehouses and storage
facilities are classified within the same
Standard Industrial Classification (SIC)
code that the MCA references in the
definition for the retail outlets.

The MCA provides that the “* * *
sale of ordinary over-the-counter
pseudoephedrine or
phenylpropanolamine products by retail
distributors shall not be a regulated
transaction * * *”. MCA, Section
401(b)(1); 21 U.S.C. 802(39)
(A)(iv)(1)(aa). The MCA defines ‘retail
distributor’ as “* * * a grocery store,
general merchandise store, drug store, or
other entity or person whose activities
as a distributor relating to
pseudoephedrine or
phenylpropanolamine products are
limited almost exclusively to sales for
personal use, both in number of sales
and volume of sales, either directly to
walk-in customers or in face-to-face
transactions by direct sales.” (emphasis
added] MCA Section 401(b)(4); 21
U.S.C. 802(46). ‘Sales for personal use’
is defined as “* * * the sale of below-
threshold quantities in a single
transaction to an individual for
legitimate medical use.” MCA 401(b)(4);
21 U.S.C. 802(46)(B).

The definitions printed above
describe the activities that a retail
distributor may engage in with
sufficient detail to establish the type of
transactions that are to be exempted
from regulation. The MCA provides that
the exemption shall apply to sales by
persons whose activities are limited
almost exclusively to sales to
individuals for legitimate medical use,
both in number of sales and volume of
sales, either directly to walk-in
customers or in face-to-face transactions
by direct sales. This language clearly
does not contemplate an exception for a
major class of wholesale distributions.

Further, the assertion that retail
distributor should be defined as the
corporate entity that is engaged in the
process of retail distribution fails to
acknowledge the requirements of the
CSA with respect to separate
registration for separate locations. The
chemical registration requirements
parallel the registration requirements
established for controlled substances
handlers; under such requirements,
each location at which List | chemicals
are distributed, imported, or exported
must be viewed individually, as a
separate person, for purposes of
application of the chemical controls
under the CSA.

Under the circumstances, the MCA
cannot be read as providing an
exemption for warehouses or storage
facilities that operate within a retail
distribution system. The MCA
recognizes, quite logically, that if one
portion of the distribution chain is to be
granted exemption from regulation, then
the other portion of the chain must be
subject to control to insure that the
distribution chain does not become a
source of supply for the
methamphetamine traffickers.

DEA does wish to note that in
addition to receiving comments
regarding registration for distributors of
sub-threshold amounts of product and
registration for distributors within retail
distribution chains, the agency was also
approached directly by the commentors
for clarification of the requirements in
each case. At the same time that this
notice was drafted, individual responses
were also provided directly to the
commentors in response to their
requests for clarification. While it may
appear unusual for DEA to respond
directly to persons regarding issues that
have been raised in formal comments
submitted in response to a rulemaking
notice, it should be noted that neither
concern has a direct bearing on the
substance of the interim rule. The
guestion of registration of distributors of
sub-threshold amounts of product
involves interpretation of the

registration requirements established
under the DCDCA in 1993; the MCA is
only peripherally involved through its
removal of the exemption from
regulation for pseudoephedrine,
phenylpropanolamine, and combination
ephedrine products, subjecting them to
the existing registration requirements.
The question of registration for
distributors within the retail
distribution system involves
clarification of a specific provision of
the law which does not require any
additional regulatory provisions to
implement beyond technical
amendments to make the language of
the regulations consistent with the
language of the law. Further, it was
necessary that the requestors be given
clarification of these points as quickly
as possible to insure that the affected
distributors could be advised as to the
need to submit applications for
registration prior to the deadline.

Following the close of the comment
period of April 11, 1997, DEA received
a written request, dated April 17, 1997,
for an extension of the filing deadline
for the temporary exemption in 21 CFR
1310.09. The requestor, a representative
of a segment of industry heretofore not
subject to DEA’s chemical controls,
cited industry misunderstandings
regarding the registration requirements
of the CSA and DEA’s administration of
the chemical control program in
justifying the need for an extension of
the deadline. DEA recognized that there
had been confusion in the industry
regarding the application of certain
requirements under the MCA; therefore,
the application deadline for temporary
exemption was extended to July 12,
1997.

Accordingly, DEA’s interim rule,
published on February 10, 1997 (62 FR
5914), and amended on May 21, 1997
(62 FR 27693), is being adopted as a
final rule.

The Deputy Assistant Administrator
for the Office of Diversion Control
hereby certifies that this rulemaking
will not have a significant economic
impact upon a substantial number of
entities whose interests must be
considered under the Regulatory
Flexibility Act, 5 U.S.C. 601 et seq. This
rulemaking is an administrative action
to make the regulations consistent with
the law and to avoid interruption of
legitimate commerce by granting
temporary exemptions from registration
pending promulgation, through notice
and comment, of the regulations
necessary to implement the provisions
of the MCA pertaining to combination
ephedrine products. Further, since this
is a temporary action which provides
affected persons with a means to
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comply with the law pending
promulgation of regulations
implementing the MCA, this action is
not a significant regulatory action and
therefore has not been reviewed by the
Office of Management and Budget
pursuant to Executive Order 12866.
Consideration of the significant and
impact of the new requirements of the
MCA will be addressed as part of a
future notice by DEA proposing
regulations to implement the MCA.

This action has been analyzed in
accordance with the principles and
criteria in Executive Order 12612, and it
has been determined that this rule does
not have sufficient federalism
implications to warrant the preparation
of Federalism Assessment.

This rule will not resulting the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100,000,000 or more
in any one year, and will not
significantly or uniquely affect small
governments.

Therefore, no actions were deemed
necessary under the provisions of the
Unfunded Mandates Reform Act of
1995.

This rule is not a major rule as
defined by Section 804 of the Small
Business Regulatory Enforcement
Fairness Act of 1996. This rule will not
result in an annual effect on the
economy of $100,000,000 or more; a
major increase in costs or prices; or
significant adverse effects on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based
companies to compete with foreign-
based companies in domestic and
export markets.

Accordingly, the interim rule
amending 21 CFR parts 1309, 1310, and
1313, which was published at 62 FR
5914 on February 10, 1997, and
amended at 62 FR 27693 on May 21,
1997, is adopted as a final rule.

Dated: September 29, 1997.

John H. King,

Deputy Assistant Administrator, Office of
Diversion Control.

[FR Doc. 97-26177 Filed 10-6-97; 8:45 am]
BILLING CODE 4410-09-M

DEPARTMENT OF THE TREASURY
Internal Revenue Service

26 CFR Part 53
[TD 8736]
RIN 1545-AU66

Time for Filing Form 4720 Return

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Final and temporary
regulations.

SUMMARY: This document contains a
regulation that specifies the filing date
by which Form 4720 returns must be
filed by disqualified persons and
organization managers liable for Internal
Revenue Code section 4958 excise taxes.
These excise taxes are imposed on
excess benefit transactions between
disqualified persons and section
501(c)(3) organizations (except for
private foundations) or section 501(c)(4)
organizations.
DATES: This regulation is effective
October 7, 1997.

For dates of applicability, see
§53.6071-1(f).
FOR FURTHER INFORMATION CONTACT:
Phyllis Haney, (202) 622—-4290 (not a
toll-free number).

SUPPLEMENTARY INFORMATION:
Background

This document contains amendments
to the Foundation and Similar Excise
Taxes regulations (26 CFR part 53)
under Internal Revenue Code (Code)
section 6071. Those amendments
provide guidance on the time for filing
the return that is required to accompany
payment of section 4958 excise taxes.
This rule was first published in Notice
96-46 (1996-39 I.R.B. 7) (September 23,
1996). A notice of proposed rulemaking
(NPRM) of that rule was published at 62
FR 84, by cross reference to a temporary
regulation, (TD 8705, 62 FR 25), on
January 2, 1997. The deadline for
comments on the NPRM was April 2,
1997; no comments were received.

Taxpayer Bill of Rights 2, Public Law
104-168, 110 Stat. 1452 (TBOR?2),
enacted July 30, 1996, added section
4958 to the Code, which imposes excise
taxes on excess benefit transactions.
Section 4958 taxes apply retroactively to
excess benefit transactions occurring on
or after September 14, 1995. The taxes
do not, however, apply to any benefit
arising from a transaction pursuant to
any written contract which was binding
on September 13, 1995, and at all times
thereafter before such transaction
occurred.

An “‘excess benefit transaction”
subject to tax under section 4958 is any
transaction in which an economic
benefit is provided by an organization
described in Code section 501(c)(3)
(except for a private foundation) or
501(c)(4) directly or indirectly to, or for
the use of, any disqualified person if the
value of the economic benefit provided
exceeds the value of the consideration
(including the performance of services)
received for providing the benefit. A
“disqualified person’ is any person who
was, at any time during the 5-year
period ending on the date of the excess
benefit transaction, in a position to
exercise substantial influence over the
affairs of the organization. Disqualified
persons also include family members
and certain entities in which at least 35
percent of the control or beneficial
interest are held by persons described in
the preceding sentence.

Code section 4958 imposes three
taxes. The first tax is equal to 25 percent
of the excess benefit amount, and is to
be paid by any disqualified person who
engages in an excess benefit transaction.
The second tax is equal to 200 percent
of the excess benefit amount, and is to
be paid by any disqualified person if the
excess benefit transaction is not
corrected within the taxable period. The
third tax is equal to 10 percent of the
excess benefit amount, and is to be paid
generally by any organization manager
who knowingly participates in an excess
benefit transaction. The maximum
amount of this third tax with respect to
any one excess benefit transaction may
not exceed $10,000. An “‘organization
manager’’ is any officer, director,
trustee, or any individual having powers
or responsibilities similar to those of
any officer, director, or trustee. Final
regulations under Code section 6011
were published on January 2, 1997, at
TD 8705 (62 FR 25), prescribing Form
4720 for calculating and paying the first
and third taxes described above.

TBOR?2 also amended Code section
6033(b) to require section 501(c)(3)
organizations to report the amounts of
the taxes paid under section 4958 with
respect to excess benefit transactions
involving the organization, as well as
any other information the Secretary may
require concerning those transactions.
Section 6033(f) also was amended to
impose the same reporting requirements
on section 501(c)(4) organizations.
Those amendments to section 6033 only
apply to organizations’ returns for
taxable years beginning after July 30,
1996. These and other TBOR2
amendments to the reporting
requirements for section 501(c)(3) and
section 501(c)(4) organizations are
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reflected on IRS Forms 990 and 990-EZ
beginning with the 1996 versions.

Explanation of Provisions

This regulation provides the general
rule that Form 4720 returns will be due
on or before the 15th day of the fifth
month following the close of the taxable
year of any disqualified person or
organization manager who is liable for
section 4958 excise taxes on excess
benefit transactions. The regulations
also provide that returns on Form 4720
for taxable years ending after September
13, 1995, and on or before July 30, 1996,
will be due on or before December 15,
1996. See also Notice 96—-46 (1996-39
I.R.B. 7) (September 23, 1996), and 62
FR 25, 84 (January 2, 1997).

Special Analyses

It has been determined that this
Treasury decision is not a significant
regulatory action as defined in EO
12866. Therefore, a regulatory
assessment is not required. It also has
been determined that section 553(b) of
the Administrative Procedure Act (5
U.S.C. chapter 5) does not apply to these
regulations, and because the regulation
does not impose a collection of
information on small entities, the
Regulatory Flexibility Act (5 U.S.C.
chapter 6) does not apply. Pursuant to
section 7805(f) of the Internal Revenue
Code, these regulations will be
submitted to the Chief Counsel for
Advocacy of the Small Business
Administration for comment on their
impact on small business.

Drafting Information

The principal author of these
regulations is Phyllis Haney, Office of
Associate Chief Counsel (Employee
Benefits and Exempt Organizations).
However, other personnel from the IRS
and Treasury Department participated
in their development.

List of Subjects in 26 CFR Part 53

Excise taxes, Foundations,
Investments, Lobbying, Reporting and
recordkeeping requirements.

Adoption of Amendments to the
Regulations

Accordingly, 26 CFR part 53 is
amended as follows:

PART 53—FOUNDATION AND SIMILAR
EXCISE TAXES

Paragraph 1. The authority citation
for part 53 continues to read as follows:

Authority: 26 U.S.C. 7805.

§53.6071-1T and §53.6071-1 [Amended]

Par 2. In §53.6071-1T, paragraph (f)
is redesignated as paragraph (f) of
§53.6071-1.

§53.6071-1T [Removed]
Par 3. §53.6071-1T is removed.
Michael P. Dolan,
Acting Commissioner of Internal Revenue.
Approved: August 27, 1997.
Donald C. Lubick,
Acting Assistant Secretary of the Treasury.
[FR Doc. 97-26556 Filed 10-6-97; 8:45 am]
BILLING CODE 4830-01-U

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 0
[DA 97-2110]

List of Office of Management and
Budget Approved Information
Collections Requirements

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: This action revises the
Commission’s list of Office of
Management and Budget (OMB)
approved public information collection
requirements with expiration dates.
This list will provide the public with a
current list of public information
collection requirements approved by
OMB and their associated control
numbers and expiration dates.

EFFECTIVE DATE: October 7, 1997.

FOR FURTHER INFORMATION CONTACT: Judy
Boley, Office of the Managing Director,
(202) 418-0214.

SUPPLEMENTARY INFORMATION:
Order

By the Managing Director:
Adopted: September 30, 1997.
Released: October 2, 1997.

1. Section 3507(a)(3) of the Paperwork
Reduction Act of 1995, 44 U.S.C.
3507(a)(3), requires agencies to display
a current control number assigned by
the Director of the Office of
Management and Budget (‘““OMB”’) for
each agency information collection
requirement.

2. Section 0.408 of the Commission’s
Rules displays the OMB control
numbers assigned to the Commission’s
public information collection
requirements that have been reviewed
and approved by OMB.

3. Authority for this action is
contained in Section 4(i) of the

Communications Act of 1934 (47 U.S.C.
154(i)), as amended, and Section
0.231(b) of the Commission’s Rules.
Since this amendment is a matter of
agency organization procedure or
practice, the notice and comment and
effective date provisions of the
Administrative Procedure Act do not
apply. See 5 U.S.C. Section 553(b)(A)(d).

4. Accordingly, it is ordered, that
Section 0.408 of the Rules is revised as
set forth in the revised text, effective on
the date of publication in the Federal
Register.

5. Persons having questions on this
matter should contact Judy Boley at
(202) 418-0214.

List of Subjects in 47 CFR Part 0

Reporting and recordkeeping
requirements.

Andrew S. Fishel,
Managing Director.

1. Part 0—The authority citation for
Part O continues to read:

Authority: Secs. 4, 303, 48 Stat. 1066,
1082, as revised; 47 U.S.C. 154, 303 unless
otherwise noted.

2. Section 0.408 is revised to read as
follows:

§0.408 OMB control numbers and
expiration dates assigned pursuant to the
Paperwork Reduction Act.

(a) Purpose. This section collects and
displays the control numbers and
expiration dates for the Commission
information collection requirements
assigned by the Office of Management
and Budget (““OMB”’) pursuant to the
Paperwork Reduction Act of 1995,
Public Law 104-13. The Commission
intends that this section comply with
the requirement that agencies display
current control numbers and expiration
dates assigned by the Director of OMB
for each approved information
collection requirement. Not
withstanding any other provisions of
law, no person shall be subject to any
penalty for failing to comply with a
collection of information subject to the
Paperwork Reduction Act (PRA) that
does not display a valid control number.
Questions concerning the OMB control
numbers and expiration dates should be
directed to the Associate Managing
Director—Performance Evaluation and
Records Management, Federal
Communications Commission,
Washington, DC 20554.

(b) Display.
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3060-0003 FCC BL0 ittt ——————————————————————————, 10/31/99
3060-0004 Guidelines for Evaluating the Environmental Effects of Radio Frequency Radiation, 03/31/00
ET Doc. 96-62.
....................................................................................................................... 05/31/99
.................................. 07/31/98
Parts 21, 23, 25 and FCC 701 05/31/00
07/31/00
07/31/00
10/31/97
3060-0020 05/31/99
3060-0021 12/31/97
3060-0022 08/31/98
3060-0024 Sec. 76.29 08/31/98
B0 00 22 B o G @ 4 SR 07/31/00
30600027 ....ocecvveevireeciieeesieeeesieeeennee. | FCC 301 ..., 08/31/98
30600028 ......ccceeevvvreeirieeeiieeesiieeesinnenn | FCC 313 i, 02/28/99
3060-0029 07/31/00
3060-0031 ......oceeevviiiiiiiiiiiiieeeveeveeeeeenn. | FCC 314 08/31/98
3060-0032 .......ceeeevvieiiiiiiiiivveeveeeeeeeeenn. | FCC 315 L 08/31/98
3060-0034 ..., | FCC 340 . 11/30/97
3060-0035 04/30/00
3060-0040 08/31/00
3060-0041 02/28/00
3060-0048 05/31/00
3060-0049 06/30/00
3060-0050 01/31/98
3060-0051 08/31/00
3060-0053 11/30/99
3060-0054 02/28/99
3060-0055 04/30/00
3060-0056 03/31/00
3060-0057 09/30/99
3060-0061 10/31/97
3060-0062 08/31/98
10170 [0 7 S B o G G 0 R 06/30/98
3060—0065 ......cccvveeviiieeniireenieneenieeennnnee. | FCC 422 ... 09/30/98
3060-0066 07/31/00
3060-0068 ...........ceeeevvivvieiiiiiiiiiieeveeeeeeeeenn,. | FCC 702 08/31/00
3060—0069 .......cccveevivieeriiieeniieeesieeesnennen. | FCC 756 ..., 09/30/99
3060-0072 .....cceeeeivveiiiiiiiiiiiveeveeveeeeeenn. | FCC 409 08/31/98
3060—0075 ....ccoccvveevrieeniireesiieeeesieeennnnen. | FCC 345 L. 12/31/96
3060-0076 .......ceeeeveeeieeiiieiiieiieeieeeeeeeieeeeenn.. | FCC 395 L 12/31/99
3060-0079 08/31/99
3060-0084 04/30/99
3060—0089 .......cccveeviivreeriireenieeeenieeenenees. | FCC 503 L., 06/30/98
3060-0093 ......cooeeiiiiiiiiiiiiiiveiieeivevveeeeenn,. | FCC 405 i, 05/31/00
3060-0095 06/30/99
3060-0096 ............eeeeeveiieiiieiiieiiieiieeeeeeeenn.. | FCC 506, 506—A ... 08/31/99
3060—0099 ......ccccveevveveeriiireniieeeesiieesiieneens | FCCM i, 08/31/99
3060-0104 05/31/00
30600105 .....ccccvveevvireeriereniiieeesieneesiineens | FCC 430 i, 09/30/00
3060-0106 12/31/97
30600107 ...oeevevvveeveireeiieeesieeessieneesnineens | FCC 405=A i, 01/31/00
3060-0108 .........ceeeeiiivieieiiieiieeeeee. | FCC 201 11/30/97
3060-0110 08/31/99
3060-0113 ... | FCC 396 01/31/00
3060-0119 Sec. 90.145 ... 12/31/99
3060-0120 FCC 396-A ... 10/31/99
3060-0126 Sec. 73.1820 . 08/31/99
3060-0127 FCC 1046 ...... 03/31/00
3060-0128 FCC 574 ..... 06/30/98
3060-0132 FCC 1068A ... 12/31/97
3060-0134 FCC 574-R ... 05/31/99
3060-0136 FCC 574-T ... 03/31/98
3060-0139 FCC 854/854-R ... 06/30/98
3060-0141 FCC 402-R .......... 06/30/00
3060-0147 Sec. 64.804 .....ooeviiieeieeeee e 01/31/00
3060-0149 Part 63, Sec. 214, 63.01-63.601 ... 06/30/98
3060-0157 SecC. 73.99 . 02/28/00
3060-0160 Sec. 73.158 ... 02/28/99
3060-0161 Sec. 73.61 .....ccee.. 12/31/99
3060-0165 Part 41 Sec. 41.31 .. 01/31/00
3060-0166 [ T USSR 08/31/98
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3060-0168 Sec. 12/31/99
3060-0169 Sec. 43.51, 43.53 .... 08/31/98
3060-0170 Sec. 01/31/99
3060-0171 Sec. 02/28/99
3060-0173 Sec. 12/31/97
3060-0174 Sec. 03/31/99
3060-0175 Sec. 10/31/99
3060-0176 Sec. 12/31/99
3060-0178 Sec. 12/31/99
3060-0179 Sec. 03/31/98
3060-0180 Sec. 01/31/99
3060-0181 Sec. 01/31/99
3060-0182 Sec. 12/31/97
3060-0184 Sec. 01/31/99
3060-0185 Sec. 05/31/98
3060-0187 Sec. 12/31/97
3060-0188 Sec. 07/31/00
3060-0190 Sec. 12/31/97
3060-0192 Sec. 11/30/97
3060-0194 Sec. 01/31/99
3060-0202 Sec. 12/31/97
3060-0204 Sec. 04/30/99
3060-0206 Part 21 10/31/97
3060-0208 Sec. 01/31/00
3060-0209 Sec. 10/31/99
3060-0210 Sec. 03/31/98
3060-0211 Sec. 05/31/98
3060-0212 Sec. 12/31/99
3060-0213 Sec. 10/31/97
3060-0214 Sec. 12/31/99
3060-0215 Sec. 12/31/99
3060-0216 Sec. 11/30/98
3060-0218 Sec. 12/31/97
3060-0219 Sec. 10/31/99
30600221 ....coiiieiiiieee e Time in which stations must be placed in operation (EXCeptions) .........cccccevvveernennne. 12/31/97
3060-0222 SEC. 97.213 et 12/31/97
3060-0223 Sec. 90.129(B) 05/31/99
3060-0224 Sec. 90.151 ....... 02/28/98
3060-0225 Sec. 90.131(B) ........... 09/30/99
3060-0226 Sec. 90.135 (d)&(e) ... 02/28/98
3060-0228 Sec. 80.59 ....ccceeeveenne 08/31/98
3060-0233 Part 36 ....... 07/31/99
3060-0236 Sec. 74.703 ... 07/31/99
3060-0240 Sec. 74.651 ... 02/28/00
3060-0241 Sec. 74.633 ... 02/28/00
3060-0242 Sec. 74.604 ... 02/28/00
3060-0243 Sec. 74.551 ... 05/31/99
3060-0245 Sec. 74.537 ... 05/31/99
3060-0246 Sec. 74.452 ... 07/31/00
3060-0248 Sec. 74.751 ... 07/31/99
3060-0249 Sec. 74.781 ... 01/31/00
3060-0250 Sec. 74.784 ... 01/31/00
3060-0251 SeC. 74.833 ..oovieieee e 10/31/99
3060-0253 Part 68 Sec. 68.106, 68.108, 68.110 .. 02/28/98
3060-0254 Sec. 74.433 ... 07/31/00
3060-0258 Sec. 90.176 ... 10/31/99
3060-0259 Sec. 90.263 ... 12/31/97
3060-0261 Sec. 90.215 ... 12/31/97
3060-0262 Sec. 90.179 ... 11/30/98
3060-0263 Sec. 90.177 ... 09/30/99
3060-0264 Sec. 80.413 ... 12/31/97
3060-0265 Sec. 80.868 ... 08/31/98
3060-0270 Sec. 90.443 ... 01/31/00
3060-0272 Sec. 94.31 ..o 03/31/98
3060-0280 Sec. 90.633(F)&(G) .... 05/31/99
3060-0281 Sec. 90.651 ................ 02/28/98
3060-0284 Sec. 94.25(F)(G)&(l) .. 02/28/98
3060-0286 Sec. 80.302 ............... 05/31/98
3060-0287 Sec. 78.69 ..... 08/31/98
3060-0288 Sec. 78.33 ..... 12/31/99
3060-0289 Sec. 76.601 ... 02/28/99
3060-0290 Sec. 90.517 ... 05/31/99
3060-0291 Y=L oT L0 0 SRS 02/28/98
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3060-0292 Part 69 ..o 09/30/97
3060-0295 Sec. 90.607(b)(1) & (c)(1) .... 12/31/97
3060-0297 Sec. 80.503 .....cccceeiiiiiinen. 12/31/97
3060-0298 Part 61 .......... 10/31/97
3060-0300 Sec. 94.107 ... 02/28/98
3060-0307 Sec. 90.629(A) 04/30/99
3060-0308 Sec. 90.505 ....... 02/28/98
3060-0309 Sec. 74.1281 . 09/30/99
3060-0310 Sec. 76.12 12/31/99
3060-0311 Sec. 76.54 09/30/99
3060-0313 Sec. 76.207 ... 05/31/98
3060-0314 Sec. 76.209 ... 12/31/97
3060-0315 Sec. 76.221 09/30/99
3060-0316 Sec. 76.305 05/31/98
3060-0318 FCC 489 ..... 10/31/97
3060-0319 FCC 490 ........ 09/30/00
3060-0320 Sec. 73.1350 02/28/98
3060-0321 Sec. 73.68 02/28/99
3060-0325 Sec. 80.605 06/30/99
3060-0326 Sec. 73.69 09/30/99
3060-0329 Sec. 2.955 04/30/99
3060-0330 Part 62 ....... 02/28/98
3060-0331 Sec. 76.615 05/31/98
3060-0332 Sec. 76.614 06/30/98
3060-0340 Sec. 73.51 08/31/00
3060-0341 Sec. 73.1680 08/31/00
3060-0342 Sec. 74.1284 07/31/00
3060-0344 Sec. 1.1705 08/31/00
3060-0345 Sec. 1.1709 08/31/00
3060-0346 Sec. 78.27 12/31/97
3060-0347 Sec. 97.311 11/30/97
3060-0348 Sec. 76.79 .......ccceeein 12/31/97
3060-0349 Sec. 76.73 and 76.75 11/30/97
3060-0355 FCC 492 and FCC 492A ...ttt ettt sttt e e snb e e e raeas 05/31/98
3060-0357 ST T T 1 TR 4 0 RO 05/31/98
3060-0360 Sec. 80.409(c) 07/31/98
3060-0361 Sec. 80.29 ..... 05/31/98
3060-0362 Sec. 80.401 ............... 08/31/99
3060-0364 Sec. 80 409(d) and (e) .. 07/31/98
3060-0368 Sec. 97.523 ................ 08/31/00
3060-0370 Part 32 .......... 09/30/98
3060-0374 Sec. 73.1690 . 11/30/98
3060-0384 Sec. 64.904 ... 02/28/99
3060-0386 Sec. 73.1635 . 05/31/99
3060-0387 Sec 15.201(d) ... 05/31/99
3060-0390 FCC 3O5B i 12/31/99
3060-0391 Monitoring Program for Impact of Federal State Joint Board Decisions ... 08/31/98
3060-0392 SeC. 1.1401—1.1406 ...coooiieiieeiieeeieee e 01/31/00
3060-0393 Sec. 73.45 ....ocoeiien. 10/31/99
3060-0394 SEC. 1420 oo ——————— 10/31/99
3060-0395 Sec. 43.21 and 43.22 FCC 43-02, FCC 43-05 and FCC 43-07 . 02/28/00
3060-0397 SEC. L5.7(A) weeeiiiee ittt e 04/30/00
3060-0398 Sec. 2.948, 15.117(G)(2), 80.1053 . 10/31/99
3060-0400 Tariff Review Plan ........cccccoooeeeninnenne 09/30/96
3060-0404 FCC 350 ..... 02/28/00
3060-0405 FCC 349 ..... 09/30/98
3060-0407 FCC 307 oiiiiiiiieeieeieeeene 06/30/00
3060-0410 FCC 495A and FCC 495B ... 03/31/00
3060-0411 Sec. 1.720-1.735 ........... 02/28/00
3060-0414 Terrain Shielding POlICY ........coooiieiiiiiiiiieeeeeieee 09/30/00
3060-0419 Sec. 76.94, 76.95, 76.155, 76.156, 76.157, 76.159 .......ccccevvvvrneennnnne 09/30/98
3060-0421 New Service Reporting Requirements under Price Cap Regulation ... 02/28/99
3060-0422 Sec. 68.5 ....... 05/31/98
3060-0423 Sec. 73.3588 . 10/31/99
3060-0425 Sec. 74.913 ... 08/31/98
3060-0427 Sec. 73.3523 . 09/30/00
3060-0430 Sec. 1.1206 ... 05/31/98
3060-0433 FCC 320 ............... 01/31/99
3060-0434 Sec. 90.19(F)(7) ... 05/31/99
3060-0435 Sec. 80.361 .........eeeeeeeeennn 10/31/99
3060-0436 Sec. 15.214 and 68.200 ...... 05/31/99
3060-0438 FCC 4B4 ... 11/30/97
3060-0439 Regulations Concerning Indecent Communications by Telephone ..........c.ccccccevennen. 02/28/98
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3060-0441 Sec. 90.621(B)(4) .... 08/31/99
3060-0443 FCC 572C ............... 05/31/99
3060-0444 FCC 800A ..... 05/31/99
3060-0446 Sec. 1.402 ..... 09/30/98
3060-0447 Sec. 25.134 ... 12/31/97
3060-0448 Sec. 63.07 ..... 08/31/00
3060-0449 SEC. LB5(C) -eeuvenremririeeteete ettt ettt b ettt 01/31/99
3050-0450 Detariffing and Installation of Inside Wiring Services Reports on State Regulatory 02/28/98
Activities.
3060-0452 SEC. 73.3589 ..ot 10/31/99
3060-0454 Regulation of International Accounting Rates .. 02/28/98
SEC. 90.173 ittt 12/31/99
Telecommunications Services for Individuals with Hearing and Speech Disabilities 07/31/00
SEC. TA.985 .ottt 12/31/99
SEC. TA.L283 ..ottt 01/31/00
Computer Il Remand Proceeding: BOC Safeguards and Tier 1 LEC Safeguards 08/31/98
and Implementation of Further Costs, CC Docket 90-623.
SEC. TA.L25L .ot 02/28/99
Sec. 74.1263 . 02/28/00
Sec. 90.713 .....ccceeee 12/31/98
Informational Tariffs ... 04/30/00
FCC 493 ..... 12/31/97
3060-0481 FCC 452R ..... 08/31/00
3060-0483 Sec. 73.687 ... 07/31/00
3060-0484 Sec. 63.100 ......cccceeveneenne 02/28/99
3060-0486 Document Index Terms ... 12/31/97
3060-0488 Sec. 12/31/97
3060-0489 Sec. 12/31/97
3060-0490 Sec. 12/31/97
3060-0491 Sec. 12/31/97
Sec. 12/31/97
Sec. 12/31/97
Sec. 74. 12/31/97
FCC REPOI 43—08 .....cviiuieiiiiteeieite ettt ettt sb ettt ettt nee s 11/30/97
3060-0497 FCC 91 FCC 92 ittt bbb bbbt ettt 08/31/98
3060-0498 FCC 90 ...ccoevvurenee 08/31/98
3060-0500 Sec. 76.607 ... 05/31/98
3060-0501 Sec. 76.206 ... 05/31/98
3060-0502 Sec. 73.1942 . 05/31/98
3060-0504 Sec. 90.658 ... 08/31/98
3060-0506 FCC 302-FM 04/30/00
3060-0508 Rewrite and Update of Part 22, of the Public Mobile Service Rules, CC Docket 92— 10/31/97
115.
3060-0509 FCC Reports FCC 21-01, FCC 22-01, FCC 25-01 and FCC 25-02 ...........cccovrurne. 08/31/98
3060-0511 FCC REPOI 43—04 .....ooiiiiiiiee e 02/28/00
3060-0512 ARMIS Annual Summary Report ... 09/30/00
3060-0513 FCC Report 43-03 ..... 02/28/00
3060-0514 Sec. 43.21(C) ..oeuee. 02/28/97
3060-0515 SEC. 43.21(A) coveeeeieeeee s 08/31/98
3060-0516 Revision of Radio Rules and Policies, Time Brokerage Ruling .........cccccocvieiniiienninen. 11/30/98
3060-0519 Rules and Regulations Implementing the Telephone Consumer Protection Act of 09/30/98
1991.
3060-0520 SEC. 90.127(E) wooveeirieieeitieeeite ettt 02/28/99
3060-0526 Density Pricing Zone Plans, Expanded Interconnection with Local Telephone Facili- 01/31/99
ties (CC Docket 91-141).
3060-0531 Local Multipoint Distribution Service (LMDS) ......ccocoiiiiiiiiiiiiee e 06/30/00
3060-0532 Sec. 2.975(A)(8) and 2.1033(B)(12) ......c.cee... 05/31/99
3060-0536 FCC 431 i 09/30/00
3060-0537 SEC. 13217 oo s 05/31/99
3060-0540 Tariff Filing Requirement for Nondominant Common Carriers ... 02/28/99
3060-0541 FCC 4BA—A ..o 02/28/99
3060-0542 Frequency Coordinator Evaluation ...... 05/31/98
3060-0543 Signal Booster Stations, Sec 21.913 ... 07/31/99
3060-0544 SeC. 76.701 ..ooveiiiciicee e 06/30/99
3060-0546 Sec. 76.59 .....cceeinen. 06/30/99
3060-0547 Sec. 76.61 and 76.7 ...... 09/30/98
3060-0548 Sec. 76.302 and 76.56 .. 09/30/98
3060-0549 FCC 329 ..o 09/30/97
3060-0550 FCC 328 ..o 08/31/99
3060-0551 Sec. 76.1002 and 76.1004 ..... 05/31/00
3060-0552 Sec. 76.1003 and 76.1004 ..... 05/31/00
3050-0554 Section 87.199 ........cccvevenne 06/30/99
3060-0556 SEC. BO.L0BL ..ot e 06/30/99
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3060-0560 Sec. 76.911 ... 12/31/97
3060-0561 Sec. 76.913 ... 08/31/00
3060-0562 Sec. 76.916 ... 12/31/97
3060-0563 Sec. 76.915 ... 06/30/00
3060-0564 Sec. 76.924 ... 08/31/99
3060-0565 Sec. 76.944 ... 08/31/00
3060-0567 SEC. 76962 ..ot 05/31/98
3060-0568 Commercial Leased Access Rates, Terms, & Conditions, Sec. 76.970 .... 04/30/00
3060-0569 SBC. 76.975 ittt 06/30/00
3060-0570 SEC. 76.982 ..ttt b e et 12/31/97
3060-0572 Filing Manual for Annual International Circuit Status Reports, Sec. 43.82 09/30/99
3060-0573 L O G SR 09/30/99
3060-0574 FCC B95—M e 06/30/99
3060-0576 FCC BLOR ...ttt 08/31/99
3060-0577 Expanded Interconnection with Local Telephone Company Facilities ...............c.c...... 09/30/00
3060-0579 Expanded Interconnection with Local Telephone Company Facilities for Interstate 09/30/00
Switched Transport Service.
3060-0580 SEC. T6.504 ..ottt ettt ettt r e reerenreen 06/30/00
3060-0581 Sec. 76.503 ... 01/31/00
3060-0582 Sec. 76.1302 ........ 03/31/00
3060-0584 FCC45FCC 44 ... 07/31/99
3060-0589 FCC 159, and 159C ... 09/30/98
3060-0594 FCC 1220 .....ccovevennne 10/31/97
3060-0595 FCC 1210 ittt R ettt 02/28/98
3060-0599 Implementation of Sections 3(n) and 322 of the Communications Act, GN 93-253 .. 06/30/00
3060-0600 FCC 175 @N0 175=S ..ottt ettt ee s 09/30/98
3060-0601 FCC 1200 .....ccovvvenene 10/31/97
3060-0602 SecC. 76.917 .o 04/30/00
3060-0604 FCC 401, 489, 490, 405, 430, and 854 . 11/30/97
3060-0607 SEC. 76.922 ..ttt ettt re e en 08/31/00
3060-0609 TR ST 7T ) PSSP 11/30/97
3060-0610 Sec. 76.958 ... 11/30/97
3060-0611 SEC. TA.T8B3 e 07/31/00
3060-0613 Expanded Interconnection with Local Telephone Company Facilities, CC Docket 09/30/98
91-141.
3060-0621 FCC 401, 405, 430, 489, 490 and 854 .......cccciiiiiiiiiiiieiie ettt 10/31/97
3060-0623 [ O O 0 TSP 02/28/99
3060-0624 Amendment of the Commission’s Rules to Establish New Narrowband Personal 12/31/97
Communications Services, ET Docket 92-100 and GN Docket 90-314.
3060-0625 Amendment of the Commission’s Rules to Establish New Personal Communica- 11/30/97
tions Services, GN Docket 90-314.
3060-0626 Implementation of Sections 3(N) and 332 of the Communications Act, GN Docket 11/30/97
93-252.
3060-0627 FCC B02—AM ..ottt ettt bbbt 01/31/98
3060-0629 Sec. 76.987(G) .. 02/28/98
3060-0630 Sec. 73.62 ......... 02/28/98
3060-0631 Sec. 73.1300 . 02/28/98
3060-0632 SEC. T3.I570 ittt ettt 02/28/98
3060-0633 Sec. 73.1230, 74.165, 74.432, 74.564, 74.664, 74.765, 74.832, 74.965 and 02/28/98
74.1265.
3060-0634 Sec. 73.691 ... 02/28/98
3060-0635 FCC 610-V ... 04/30/98
3060-0636 Part 2 and 18 06/30/98
3060-0638 SEC. T6.934(F)(L) tvereeerermeeeeiieeie st ettt ettt bbbt 05/31/98
3060-0639 Implementation of Section 309(J) of the Communications Act Competitive Bidding, 04/30/98
PP 93-253.
3060-0640 FCC 800N ...ttt 07/31/98
3060-0641 FCC 218-I ..... 09/30/99
3060-0643 Part 65 and 69 .. 08/31/98
3060-0644 FCC 1230 .oovecviieriniicienieane 08/31/98
3060-0645 Antenna Registration, Part 17 .........ccccooiiieiiiiiieiiiieesieeeeseeessee e saae e e snanesntneeesseeeennes 02/28/99
3060-0646 Policies and Rules Concerning Unauthorized Changes of Consumers’ Long Dis- 09/30/98
tance Carriers: CC Docket 94-129.
3060-0647 FCC Annual Survey of Cable Industry Prices (1997 Price SUrvey) .......cccoccevveeeeninen. 11/30/97
3060-0648 SEC. 21.902 ... s 09/30/98
3060-0649 Sec. 76.58 ..... 09/30/98
3060-0650 Sec. 76.502 ... 09/30/98
3060-0651 SecC. 76.9 oo 09/30/98
3060-0652 Sec. 76.309 and 76.964 ... 09/30/98
3060-0653 Sec. 64.703(b) ..cococvrviine 09/30/98
3060-0654 FCC 304 e 09/30/98
3060-0655 Request for Waivers of Regulatory Fees Predicated on Allegations of Financial 09/30/98

Hardship, MM Docket 94-19.
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3060-0656 FCC 175-M ... 09/30/98
3060-0657 Sec. 21.956 ... 09/30/98
3060-0658 Sec. 21.960 ... 09/30/98
3060-0660 Sec. 21.937 ... 09/30/98
3060-0661 Sec. 21.931 ... 09/30/98
3060-0662 Sec. 21.930 ... 09/30/98
3060-0663 Sec. 21.934 ... 09/30/98
3060-0664 FCC 304A ..... 09/30/98
3060-0665 Sec. 64.707 09/30/98
3060-0666 Sec. 64.703(a) 09/30/98
3060-0667 Sec. 76.630 ... 09/30/98
3060-0668 Sec. 76.936 ... 09/30/98
3060-0669 SEC. T6.946 ...ttt ettt 09/30/98
3060-0673 SEC. T6.956 ...eiiiiiiiiitie ittt ettt b et be et n 09/30/98
3060-0674 Sec. 76.931 and 76.932 ... 09/30/98
3060-0676 Sec. 64.1100 ........ccocvvenneene 09/30/98
3060-0678 FCC 312 ettt ettt b e bt b e b bt e bt bt e be et e e aaeeanne e e 04/30/00
3060-0679 Streamlining the Commission’s Rules and Regulations for Satellite Application and 09/30/98
Licensing Procedures.
3060—0681L .....cccevvrrieiieiiieie e TOI-FrE@ ACCESS COUES ....veiiiieiiieite ettt ettt ettt ettt 09/30/00
3060-0682 SEC. B3.16 ..oviiieieeee e 01/31/99
3060-0683 Direct Broadcast Satellite Service ................. 01/31/99
3060-0684 Cost Sharing Plan for Microwave Relocation 08/31/99
3060-0685 FCC L1240 ittt ettt bttt b e e b e bt e bt e abe e bt et e e naeesnneene 11/30/97
3060-0686 Streamlining the International Section 214 Authorization Process and Tariff Re- 06/30/99
quirements.
30600687 ...oeevevveeeiiieeeriiee e e Access to Telecommunications Equipment and Services by Persons with Disabil- 02/28/99
ities.
3060—0688 ......cceeeereeiiieiieiie e | O O 2 1 TP PRSPPI 02/28/99
3060—0690 .....oorviiiiiiiiierieee e ET Docket 95-183, FCC 402, FCC 494 .....ooiiiiiiiiiiieee e e 04/30/99
3060—0691 .....occevirriiiiieiie e Amendment to Part 2 and 90 of the Commission’s Rules to Provide for the Use of 06/30/99
200 Channels Outside the Designated Filing Areas in the 896-901 MHZ Bands
Allotted to Specialized Mobile * * *,
3060-0692 ......ccvviiiieiiieeie e SEC. TB.802 ...ovieieiieiiie ettt ettt ettt e e e e eha e bt e na e beesra e e eaeeenreenraa s 04/30/99
3060—0695 ...cooviieiieiieie e WT DOCKEE NO. 96—1 ....eoiiiiiiiiieiie ettt ettt ettt te et e e saeesas e e s e enbeesseeenns 04/30/99
3060—0697 ....oooiiieiieiieeee e Revision of Part 22 and Part 90 of the Commission’s Rules to Facilitate Future De- 04/30/99
velopment of Paging Systems.
30600698 .....ccevveeiiiiieeiee e Amendment of the Commission’s Rules to Establish a Radio Astronomy Coordina- 05/31/99
tion Zone in Puerto Rico.
3060—0699 .....cccviiiiiiiiee e Streamlining Broadcast EEO Rules and Policies, Vacating the EEO Forfeiture Pol- 05/31/99
icy Statement and Amending Section 1.80 of the Commission’s Rules—MM Doc.
96-16.
FCC 1275 ittt ettt h e bt b e bt bttt bt et e e nb e nreesane e 07/31/00
CC DOCKEL 9623 ...ttt ettt ettt et sat e et e s rb e e ebe e sabeesaeeenbeenbee s 05/31/99
Amendment to Part 20 and 24 of the Commission’s Rules Broadband PCS Com- 05/31/99
petitive Bidding and the Commercial Mobile Radio Service Spectrum Cap.
3060-0703 FCC 1205 ..ttt ettt h et ettt b ettt ettt sne e 06/30/99
3060-0704 Policy and Rules Concerning the Interstate, Interexchange Marketplace, Implemen- 02/28/98
tation of Section 254(g) of the Communications Act of 1934, as amended—CC
Doc. 96-61.
30600706 ...oeevevreeeieireeiiieeeeieeeeneeeesieeeens Order and NPRM on Cable Reform: Implementation of the Telecommunications Act 10/31/97
of 1996.
3060-0707 Restriction on Over-the-Air Reception Devices (NPRM) ......ccccoevveeviieeevineeesieee e 10/31/99
3060-0708 NPRM in MM DOCKEL 9658 .......ccueiiiiiiiiiiiieiieaieestiesteesiee e sbee et e sbeesbeeasbeesaeesneeanes 07/31/99
3060-0709 Revision to Part 22 and Part 90 to Facilitate Future Development of the Paging 01/31/00
System and Implementation of Section 309(j) of the Communications Act.
30600710 ..ooeevvieeeiiie e Policy and Rules Concerning the Implementation of the Local Competition Provi- 02/28/97
sions in the Telecommunications Act of 1996—CC Doc. 96-98.
30600711 ..ooeeviieeeiiiee e Implementation of Section 34(a)(1) of the Public Utility Holding Act of 1935, as 07/31/99
amended by the Telecommunications Act of 1996—GC Doc. 96-101.
3060-0712 Petition for Declaratory Ruling by Inmate Calling Services Providers Task Force ..... 07/31/99
3060-0713 Alternative Broadcast INSPECtion Program ..........cccooceieiiiieeniiiee e esiieeeseeee e 07/31/99
3060-0714 Antenna Registration Number Required as Supplement to Application Forms 09/30/99
3060-0715 Implementation of the Telecommunications Act of 1996: Telecommunications Car- 08/31/99
riers’ Use of Customer Proprietary Network Information and Other Customer In-
formation—CC Doc. 96-115.
3060-0716 Section 73.1630 ............. 08/31/99
3060-0717 CC DocKet NO. 92770 ...ceeeiiieiiiieiie ettt 05/31/98
3060-0718 Part 101 Governing the Terrestrial Microwave Fixed Radio Service ............ccccveeueen. 09/30/99
3060-0719 Proposed Quarterly Report of IntraLATA Carriers Listing Pay Phone Automatic 12/31/99
Numbering Identification.
3060—0720 ..ooeiiiiieeiieeeiee e Proposed Report of Bell Operating Companies of Modified Comparably Efficient 09/30/99

Interconnection Plans.
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FCC form No. or 47 CFR section or part, docket number or title identifying the col- | OMB expira-
OMB control No. pIection ing tion darie

3060-0721 One-Time Report of Local Exchange Companies of Cost Accounting Studies .......... 12/31/99

3060-0722 Proposed Initial Report of Bell Operating Companies of Comparably Efficient Inter- 08/31/99
connect Plans.

3060-0723 Proposed Public Disclosure of Network Information by Bell Operating Companies .. 12/31/99

3060-0724 Annual Report of Interexchange Carriers Listing the Compensation Amount Paid to 12/31/99
Pay Phone Providers and the Number of Payees.

30600725 ..oooiiiiieiiie e Proposed Annual Filing of Nondiscrimination Reports (On Quality of Service, Instal- 08/31/99
lation, and Maintenance) by BOC's.

3060—0726 ....oooeviirieiieeiieneeee e Proposed Quarterly Report of Interexchange Carriers Listing the Number of Dial- 12/31/99
Around Calls for which Compensation is Being Paid to Pay Phone Owners.

3060—0727 ..ooiiieeiirieeie e SEC. 73213 ittt ettt ettt 09/30/99

30600728 ...ooiiiiieeiiiie et Supplemental Information Requesting Taxpayer Identifying Numbers for Debt Col- 05/31/00
lection.

3060-0729 ....oooiiiiiieieeeee e Bell Operating Provision of Out-of-Region Interexchange Services (Affiliated Com- 12/31/99
pany Recordkeeping Requirements).

3060-0730 ..ooeeieiiiiieeeeeee e Toll-Free Service Access Codes, 800/888 Number Release Procedures .................. 02/28/00

30600731 ..ooeiiiiieeiiiieeee e Telecommunications Relay Services (TRS) .....cccociiiiiiiieiiiiieeceee e 09/30/99

30600732 ..ooeiiiieeie e Consumer Education Concerning Wireless 911 .........ccccceeiiiiiiiiiienieenecneeesee e 10/31/98

30600734 ..ooeeiiieeecie e Implementation of the Telecommunications Act of 1996: Accounting Safeguards 03/31/00
under the Telecommunications Act of 1996.

30600735 ..ooiiiiiieeiie e Partitioning and DiSAgQregation ..........ccccciiieeiiiieenieie et 09/30/99

3060—0736 ....ooovvirrieiiieeiee e Implementation of the Non-Accounting Safeguards of Section 271 and 272 of the 03/31/00
Communications Act of 1934, as amended—CC Doc. 96-149.

30600737 eeeeeiiiieeiiee e Disclosure Requirements for Information Services Provided under a Presubscription 09/30/99
or Comparable Arrangement.

3060—0738 ....oeoiiiirieriieeiee e Implementation of the Telecommunications Act of 1996: Electronic Publishing and 04/30/00
Alarm Monitoring Services.

30600739 ..ooiiiiiieeiie e Amendment of the Commission’s Rules to Establish Competitive Service Safe- 10/31/99
guards for Local Exchange Carrier Provisions of Commercial Mobile Radio Serv-
ice.

3060—0740 ..ooviriiiiiriieiereee e SEC. 95.1015 .ottt ettt 10/31/99

30600741 ..oooiiiieiiieeee e Implementation of the Local Competition Provisions on the Telecommunications Act 10/31/99
of 1996—CC Docket No. 96-96, Second Report and Order and Memorandum
Opinion and Order.

3060—0742 ..oooiiiiiiiicie e Part 52, Subpart C, S€C. 52.21—52.31 .....cceciiiiiiiiiiieie e 12/31/99

3060—0743 ....oioiiiiirieieee e Implementation of the Local Competition Provisions on the Telecommunications Act 12/31/99
of 1996—CC Docket No. 96-128.

30600745 ...ooiiiiieieie e Implementation of the Local Exchange Carrier Tariff Streamlining Provisions in the 11/30/97
Telecommunications Act of 1996—CC Docket No. 96-187.

3060-0746 L O O 0 P 06/30/00

3060-0747 FCC 415 .o 12/31/99

3060-0748 Sec. 64.1504, CC Docket No. 96-146 ... 12/31/99

3060-0749 SecC. 64.1509 ......ccccoiviiiiiii 01/31/00

3060-0750 SEC. 73.873 oot 12/31/99

3060-0751 Regulation of International Accounting Rates: CC Docket No. 90-337 .........ccccceuuee. 01/31/00

3060-0752 Billing Disclosure Requirements for Pay-Per-Call and Other Information Services, 01/31/00
47 CFR 64.1510.

30600753 .oooeeiiiieeieie e Policy and Rules Concerning the Interstate, Interexchange Marketplace, CC Docket 01/31/00
9661 (Integrated Rate Plans).

3060—0754 ...cviiieiiiiicieieee e FICC B8 ..ttt bbbttt b bbbttt 12/31/99

30600755 ....cooiiiiiiiiee Infrastructure Sharing—CC Docket 96—237 ........cccoviiiiiiiiiiiieiice e 05/31/00

3060—0756 .....oocvvirrieniiieiiiniieee e Procedural Requirements and Policies for Commission Processing of Bell Operat- 06/30/00
ing Company Applications for the Provision of In-Region, InterLATA Services
under Section 271 of the Communications Act.

30600757 ..oveiriiieeiiit e FCC AUCEIONS CUSIOMET SUIVEY ....ociuiiiiiiiiiiitieeit ettt sttt ettt sine e 09/30/00

3060—0758 ....oooiiiirieiiieeieene e Amendment of Part 5 of the Commission’s Rules to Revise the Experimental Radio 03/31/00
Service Regulations—ET Docket No. 96-256 (Proposed Rule).

3060—0759 ..ooiiiiiieiiit e Implementation of Section 273 of the Communications Act of 1934, as Amended by 04/30/00
the Telecommunications Act of 1996.

3060-0760 Access Charge Reform—CC Docket No. 96-272 (First Report and Order) .............. 12/31/97

3060-0761 Closed Captioning of Video Programming .........cccceceeeiriveesiineesieneeniieeesnnnns 04/30/00

3060-0762 Sec. 274(b)(3)(B), CC Docket No. 96-152 (FNPRM) ... 04/30/00

3060-0763 ARMIS Customer Satisfaction Report, FCC 43-06 ........cccccvevivvreriieeeiinnns 11/30/97

3060-0764 Regulation of International Accounting Rates—CC Docket No. 90-337 .................... 12/31/97

3060-0765 Revision of Part 22 and Part 90 of the Commission’s Rules to Facilitate Future De- 05/31/00
velopment of Paging Systems (Further Notice of Proposed Rulemaking).

3060-0766 Digital TeleViSion LICENSES ......viiiiuiiiiiiiee i e siee st see e see e see e e saae e e snaneeennneeeenseeas 12/30/97

3060-0767 Auction Forms and License Transfer Disclosures; Supplement Fifth Notice of Pro- 10/31/97
posed Rulemaking in CC Docket No. 92-297.

30600768 ...oceruvveeeiiiieeiiie e 28 GHz Band Segmentation Plan Amending the Commission’s Rules to Redesig- 06/30/00
nate the 27.5-29.5 GHz Frequency Band, to Reallocate the 29.5-30.03 GHz
Frequency Band, and to Establish.

3060—0769 ....cooovveeriiieireee e Aeronautical Services Transition Plan ..o 06/30/00
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FCC form No. or 47 CFR section or part, docket number or title identifying the col- | OMB expira-
OMB control No. pIection ing tion darie
3060-0770 Price Cap Performance Review for Local Exchange Carriers—CC Docket No. 94-1 06/30/00
3060-0771 S, 5. DB it ——————————— 11/30/97
3060-0772 Non-U.S. Satellite Procedures Pursuant to the WTO Basic Telecommunications 01/31/98
Agreement.
3060-0773 SBC. 2.803 .ttt h ettt h ettt n 07/31/00
3060-0774 Federal-State Joint Board on Universal Service—CC Docket No. 96-45, 47 CFR 09/30/00
36.611—36.612 and 47 CFR Part 54.
3060-0775 oo 47 CFR 64.1901—64.1903 ..ottt 07/31/00
30600776 ..oeeeveieeeiiieeesiieeeeeeeeeeeeeeee e Price Cap Performance Review for Local Exchange Carriers, Fourth Report and 11/30/97
Order.
30600777 oveeeeeeeecee e Access Charge Reform—CC Docket No. 92-262 (Further Notice of Proposed Rule- 08/31/00
making.
3060—0779 ..eeveiiiereeiee e Amendment to Part 90 of the Commission’s Rules to Provide for Use of the 220— 08/31/00
222 MHz Band by the Private Land Mobile Radio Service, PR Doc. 89-552.
3060-0780 Uniform Rate-Setting MethodolOgy .........coccuveeiiiie i 09/30/00
3060-0781 Universal Service Data REQUESE ........c.eiiiiiiiiiiiie ettt 01/31/98
3060-0782 Petitions for Limited Modification of LATA Boundaries to Provide Expanded Local 01/31/98
Calling Service (ELCS) at Various Locations.
30600783 ...oeevviveeiiie e Coordination Notification Requirements on Frequencies Below 512 MHz—Sec. 09/30/00
90.176.
3060-0785 FCC DT bbbttt 01/31/98
3060-0786 Petitions for LATA Association Changes by Independent Telephone Companies ..... 01/31/98
3060-0788 DTV Showings/Interference AgreemMENTS ........cccveevivereeiiuereenieeesiieeesireeesareeessneeesnseeas 02/28/98
3060-0789 Modified Alternative Plan, CC Doc. 90-571, Order (1997 Suspension Order”) ....... 03/31/98
3060-0793 Procedures for State Regarding Lifeline Consent, Adoption of Intrastate Discount 03/31/98
Matrix for Schools and Libraries, and Designation of Eligible Telecommunications
Carriers.
3060-0795 ..o ULS TIN Registration and FCC B06 .........cccceeiiuuiiaiiiieaiiiie et siiee s e sieee e 12/31/97

Federal Communications Commission.
William F. Caton,

Acting Secretary.

[FR Doc. 97-26417 Filed 10-6-97; 8:45 am]
BILLING CODE 6712-01-P

DEPARTMENT OF THE INTERIOR
Office of the Secretary
48 CFR Parts 1401, 1425 and 1452

RIN 1090-AA65

Department of the Interior Acquisition
Regulation; Regulatory Streamlining

AGENCY: Office of the Secretary, Interior.

ACTION: Final rule.

SUMMARY: In the interests of
streamlining processes and improving
relationships with contractors, the
Department of the Interior (DOI) is
issuing this final rule which amends 48
CFR Chapter 14 by revising and
updating the Department of the interior
Acquisition Regulation (DIAR).

EFFECTIVE DATES: November 6, 1997.

FOR FURTHER INFORMATION CONTACT: Ms.
Mary L. McGarvey at (202) 208-3158,
Department of the Interior, Office of
Acquisition and Property Management,
1849 C Street, N.W. (MS5522 MIB),
Washington, D.C. 20240.

SUPPLEMENTARY INFORMATION:
A. Background

Under the auspices of the National
Performance Review, a thorough review
of the DIAR was conducted. The review
revealed unnecessary and outdated
regulations, and some excessively
burdensome procedures.

In the interests of streamlining
processes and improving relationships
with contractors, essential portions of
the DIAR are being removed, revised
and/or retained in 48 CFR, when
appropriate. This review identified
Sections to be removed from 48 CFR
Chapter 14. Specifically, Section
1425.203, which requires the use of a
6% differential to evaluate U.S. versus
foreign construction materials, is being
removed. Sections 1425.205 and
1452.225-70 are the prescription and
the clause associated with this
Department of the Interior policy. This
language is being removed from 48 CFR
because the same information is now
located in the Federal Acquisition
Regulation and it is redundant to
maintain the information in the
Department of the Interior Acquisition
Regulation. This removes Part 1425 in
its entirety from 48 CFR Chapter 14.

Section 1401.106, OMB approval
under the Paperwork Reduction Act
DIAR Segment 1452.225-70—0MB
Control Number 0018, is being removed
from 48 CFR Chapter 14 because the
new OMB control Number 9000-0141

approved through February 28, 1999 is
now part of the Federal Acquisition
Regulation.

This final rule is not expected to have
a significant economic impact on a
substantial number of small entities
within the meaning of the Regulatory
Flexibility Act, 5 U.S.C. 601 et seq.; an
Initial Regulatory Flexibility Analysis
has, therefore, not been performed.

Paperwork Reduction Act

The final rule does not impose
recordkeeping requirements or
information collection requirements or
collection of information from offerors,
contractors or members of the public
which require the approval of the Office
of Management and Budget (OMB)
under 44 U.S.C. 3501, et seq.

Required Determinations: The
Department believes that public
comment is unnecessary because
removal of the information is due to
redundancy with the Federal
Acquisition Regulation and public
comment was sought in that rulemaking
process. Therefore, in accordance with 5
U.S.C. 553(b)(B), the Department finds
good cause to publish this document as
a final rule. This rule was not subject to
Office of Management and Budget
review under Executive Order 12866. In
accordance with the Regulatory
Flexibility Act (5 U.S.C. 601 et seq.), the
Department has determined that this
rule will not have a significant
economic impact on a substantial
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number of small entities because no
requirements are being added for small
businesses and no protections are being
withdrawn. The Department has
determined that this rule does not
constitute a major Federal action having
a significant impact on the human
environment under the National
Environmental Policy Act of 1969. The
Department has certified that this rule
meets the applicable standards provided
in Sections 3(a) and 3(b)(2) of Executive
Order 12988.

List of Subjects in 48 CFR Parts 1401,
1425 and 1452

Government procurement, Reporting
and recordkeeping requirements.

Dated: September 22, 1997.
Brooks B. Yeager,

Acting Assistant Secretary—Policy,
Management and Budget.

Chapter 14 of Title 48 of the Code of
Federal Regulations is amended as
follows:

1. The authority citation for 48 CFR
parts 1401, 1425 and 1452 continues to
read as follows:

Authority: Sec. 205(c), 63 Stat. 390; 40
U.S.C. 486(c), and 5 U.S.C. 301.

2. In 48 CFR Part 1401, section
1401.106, remove from the table therein
the reference to DIAR Segment
1452.225-70 and OMB Control Number
1084-0018.

3. 48 CFR part 1425 is removed in its
entirety.

4. In 48 CFR part 1452, remove
1452.225-70, Use of Foreign
Construction Materials.

[FR Doc. 97-26555 Filed 10-6-97; 8:45 am]
BILLING CODE 4310-RF-M

DEPARTMENT OF TRANSPORTATION

National Highway Traffic Safety
Administration

49 CFR Part 593

[Docket No. 97-067; Notice 1]

RIN 2127-AG98

List of Nonconforming Vehicles
Decided to be Eligible for Importation

AGENCY: National Highway Traffic
Safety Administration (NHTSA), DOT.

ACTION: Final rule.

SUMMARY: This document revises the list
of vehicles not originally manufactured
to conform to the Federal motor vehicle
safety standards that NHTSA has
decided to be eligible for importation.
This list is contained in an appendix to
the agency’s regulations that prescribe

procedures for import eligibility
decisions. The revised list includes all
vehicles that NHTSA has decided to be
eligible for importation since October 1,
1996. NHTSA is required by statute to
publish this list annually in the Federal
Register.

DATES: The revised list of import eligible
vehicles (Appendix A to Part 593) is
effective on October 7, 1997.

FOR FURTHER INFORMATION CONTACT:
George Entwistle, Office of Vehicle
Safety Compliance, NHTSA (202—-366—
5306).

SUPPLEMENTARY INFORMATION: Under 49
U.S.C. 30141(a)(1)(A), a motor vehicle
that was not originally manufactured to
conform to all applicable Federal motor
vehicle safety standards shall be refused
admission into the United States unless
NHTSA has decided that the motor
vehicle is substantially similar to a
motor vehicle originally manufactured
for importation into and sale in the
United States, certified under 49 U.S.C.
30115, and of the same model year as
the model of the motor vehicle to be
compared, and is capable of being
readily altered to conform to all
applicable Federal motor vehicle safety
standards. Where there is no
substantially similar U.S.-certified
motor vehicle, 49 U.S.C. 30141(a)(1)(B)
permits a nonconforming motor vehicle
to be admitted into the United States if
its safety features comply with, or are
capable of being altered to comply with,
all applicable Federal motor vehicle
safety standards based on destructive
test data or such other evidence as the
Secretary of Transportation decides to
be adequate.

Under 49 U.S.C. 30141(a)(1), import
eligibility decisions may be made ‘“‘on
the initiative of the Secretary of
Transportation or on petition of a
manufacturer or importer registered
under (49 U.S.C. 30141(c)).” The
Secretary’s authority to make these
decisions has been delegated to the
Administrator of NHTSA under 49 CFR
1.50(a). The Administrator initially
redelegated to the Associate
Administrator for Enforcement (now
Safety Assurance) the authority to grant
or deny petitions for import eligibility
decisions submitted by motor vehicle
manufacturers and registered importers,
and subsequently transferred this
authority to the Director, Office of
Vehicle Safety Compliance (49 CFR
501.8(1)). Thus far, a number of import
eligibility decisions have been made on
the Administrator’s own initiative, and
the Associate Administrator and Office
Director have granted many petitions for

such decisions submitted by registered
importers.

Under 49 U.S.C. 30141(b)(2), a list of
all vehicles for which import eligibility
decisions have been made must be
published annually in the Federal
Register. NHTSA previously published
notices containing this list on four
occasions, at 57 FR 29553 (July 2, 1992),
59 FR 8671 (February 23, 1994), 60 FR
8268 (February 13, 1995), and 61 FR
8097 (March 1, 1996). On October 1,
1996, NHTSA published a final rule at
61 FR 51242 that added the list as an
appendix to the agency’s regulations at
49 CFR part 593 that establish
procedures for import eligibility
decisions. As described in the final rule,
NHTSA took that action to ensure that
the list is more widely disseminated to
government personnel who oversee
vehicle imports and to interested
members of the public. See 61 FR
51242-43. In that document, NHTSA
expressed its intention to annually
revise the list as published in the
appendix to include any additional
vehicles decided by the agency to be
eligible for importation since the list
was last published. See 61 FR 51243.
The agency stated that issuance of the
document announcing these revisions
will fulfill the annual publication
requirements of 49 U.S.C. 30141(b)(2).
Ibid.

Rulemaking Analyses and Notices

1. Executive Order 12866 (Federal
Regulatory Planning and Review) and
DOT Regulatory Policies and Procedures

This rulemaking action was not
reviewed under E.O. 12866. NHTSA has
analyzed this rulemaking action and
determined that it is not “‘significant”
within the meaning of the Department
of Transportation’s regulatory policies
and procedures.

2. Regulatory Flexibility Act

In accordance with the Regulatory
Flexibility Act, NHTSA has evaluated
the effects of this action on small
entities. Based upon this evaluation, |
certify that the revisions resulting from
this rulemaking will not have a
significant economic impact on a
substantial number of small entities.
Accordingly, the agency has not
prepared a regulatory flexibility
analysis.

Because this rulemaking does not
impose any regulatory requirements, but
merely furnishes information by
revising the list in the Code of Federal
Regulations of vehicles for which
import eligibility decisions have been
made, it has no economic impact.
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3. Executive Order 12612 (Federalism)

This action has been analyzed in
accordance with the principles and
criteria contained in Executive Order
12612, and it has been determined that
this rule does not have sufficient
Federalism implications to warrant
preparation of a Federalism Assessment.
No State laws will be affected.

4. National Environmental Policy Act

The agency has considered the
environmental implications of this rule
in accordance with the National
Environmental Policy Act of 1969 and
determined that it will not significantly
affect the human environment.

5. Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act of 1980, P.L. 96-511, the
agency notes that there are no
information collection requirements
associated with this rulemaking action.

6. Civil Justice Reform

This rule does not have any
retroactive effect. It does not repeal or
modify any existing Federal regulations.
A petition for reconsideration or other
administrative proceeding will not be a
prerequisite to an action seeking judicial
review of this rule. This rule does not
preempt the states from adopting laws
or regulations on the same subject,
except that it will preempt a state
regulation that is in actual conflict with
the Federal regulation or makes
compliance with the Federal regulation
impossible or interferes with the
implementation of the Federal statute.

7. Notice and Comment

NHTSA finds that prior notice and
opportunity for comment are
unnecessary under 5 U.S.C. 553(b)(3)(B)
because this action does not impose any

regulatory requirements, but merely
revises the list of vehicles not originally
manufactured to conform to the Federal
motor vehicle safety standards that
NHTSA has decided to be eligible for
importation into the United States to
include all vehicles for which such
decisions have been made since October

1, 1996.

In addition, so that the list of vehicles
for which import eligibility decisions
have been made may be included in the
next edition of 49 CFR parts 400 to 999,
which is due for revision on October 1,
1997, good cause exists to dispense with
the requirement in 5 U.S.C. 553(d) for
the effective date of the rule to be
delayed for at least 30 days following its
publication.

List of Subjects in 49 CFR Part 593

Imports, Motor vehicle safety, Motor
vehicles.

In consideration of the foregoing, part
593 of Title 49 of the Code of Federal
Regulations, Determinations that a
vehicle not originally manufactured to
conform to the Federal Motor Vehicle
Safety Standards is eligible for
importation, is amended as follows:

PART 593—[AMENDED]

1. The authority citation for Part 593
continues to read as follows:

Authority: 49 U.S.C. 322 and 30141(b);
delegation of authority at 49 CFR 1.50.

2. Appendix A to part 593 is revised
to read as follows:

Appendix A to part 593—L.ist of
Vehicles Determined to be Eligible for
Importation

Each vehicle on the following list is
preceded by a vehicle eligibility
number. The importer of a vehicle
admissible under any eligibility

decision must enter that number on the
HS-7 Declaration Form accompanying
entry to indicate that the vehicle is
eligible for importation.

“VSA” eligibility numbers are
assigned to all vehicles that are decided
to be eligible for importation on the
initiative of the Administrator under
§593.8.

“VSP” eligibility numbers are
assigned to vehicles that are decided to
be eligible under §593.7(f), based on a
petition from a manufacturer or
registered importer submitted under
§593.5(a)(1), which establishes that a
substantially similar U.S.-certified
vehicle exists.

“VCP” eligibility numbers are
assigned to vehicles that are decided to
be eligible under §593.7(f), based on a
petition from a manufacturer or
registered importer submitted under
§593.5(a)(2), which establishes that the
vehicle has safety features that comply
with, or are capable of being altered to
comply with, all applicable Federal
motor vehicle safety standards.

Vehicles for which eligibility
decisions have been made are listed
alphabetically by make, with the
exception of Mercedes-Benz vehicles,
which appear at the end of the list.
Eligible models within each make are
listed numerically by “VSA,” “VSP,” or
“VCP” number.

All hyphens used in the Model Year
column mean “through” (for example,
*1973-1989” means ‘*1973 through
1989").

The initials “MC” used in the
Manufacturer column mean
“motorcycle.”

The initials “SWB” used in the Model
Type column mean *‘Short Wheel Base.”

The initials “LWB” used in the Model
Type column mean “Long Wheel Base.”

VEHICLES CERTIFIED BY THEIR ORIGINAL MANUFACTURER AS COMPLYING WITH ALL APPLICABLE CANADIAN MOTOR

VEHICLE SAFETY STANDARDS

Number

Vehicles

(a) All passenger cars less than 25 years old that were manufactured before September 1, 1989;

(b) All passenger cars manufactured on or after September 1, 1989, and before September 1, 1996, that, as origi-
nally manufactured, are equipped with an automatic restraint system that complies with Federal Motor Vehicle
Safety Standard (FMVSS) No. 208;

(c) All passenger cars manufactured on or after September 1, 1996 and before September 1, 2002, that, as origi-
nally manufactured, are equipped with an automatic restraint system that complies with FMVSS Nos. 208, and
that comply with FMVSS No. 214.

(a) All multipurpose passenger vehicles, trucks, and buses with a GVWR of 4536 kg. (10,000 Ibs.) or less that are
less than 25 years old and that were manufactured before September 1, 1991;

(b) All multipurpose passenger vehicles, trucks, and buses with a GVWR of 4536 kg. (10,000 Ibs.) or less that
were manufactured on and after September 1, 1991, and before September 1, 1993, and that, as originally
manufactured, comply with FMVSS Nos. 202 and 208;

(c) All multipurpose passenger vehicles, trucks and buses with a GVWR of 4536 kg. (10,000 Ibs.) or less that were
manufactured on or after September 1, 1993, and before September 1, 1998, and that, as originally manufac-
tured, comply with FMVSS Nos. 202, 208, and 216;

(d) All multipurpose passenger vehicles, trucks and buses with a GVWR of 4536 kg. (10,000 Ibs.) or less, that
were manufactured on or after September 1, 1998, and before September 1, 2002, and that, as originally manu-
factured, comply with the requirements of FMVSS Nos. 202, 208, 214, and 216.
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VEHICLES CERTIFIED BY THEIR ORIGINAL MANUFACTURER AS COMPLYING WITH ALL APPLICABLE CANADIAN MOTOR
VEHICLE SAFETY STANDARDS—Continued

Number Vehicles
VSA—82 ...ooiiiiiiiiiieieeiiee All multipurpose passenger vehicles, trucks and buses with a GVWR greater than 4536 kg. (10,000 Ibs.) that are
less than 25 years old.
VSA-83 ..ot All trailers, and all motorcycles that are less than 25 years old.

VEHICLES MANUFACTURED FOR OTHER THAN THE CANADIAN MARKET

Manufacturer VSP VSA VCP Model type Model year
Acura 1988
... | 1989
Alfa Romeo i ... | 1987
1991
1985
1994
1989
Aston Martin .... | Volante .. ... | 1990-1991
Audi J00 e 1989
200 QUALLIO .oeeevviiiiiieeeeeeiieee e 1987
BMW 2002 ............... 1973-1976
2002A ... 1973-1976
2002Tii veevveeeeeeeeeinnns 1973-1974
3.0CSi & 3.0CSiA .... . | 1973-1974
3.0S & 3.0SA ........... e | 1974
3.0Si & 3.0SiA ... 1975
530i & 530iA ............ 1975-1978
320, 320i, & 320iA ... 1976-1985
630CSi 630CSIA ...... 1977
633CSi & 633CSIA .. 1977-1984
733i & 733iA ............ ... | 1977-1984
528i & 528IA ... 1979-1984
528e & 528€A ... 1982-1988
533i & 533iA 1983-1984
318i & 318iA ... | 1981-1989
325€e & 325€A ..o 1984-1987
5350 & 535iA ..o 1985-1989
524tdA oo 1985-1986
635, 635CSi, & 635CSIA ... .o | 1979-1989
735, 735i, & 735iA ............. .... | 1980-1989
L7 1986-1987
325, 325i, 325iA & 325E ... .... | 1985-1989
325 is & 325iSA ....ccceeeeenn. ... | 1987-1989
M6 .o, ... | 1987-1988
325iX & 325iXA ... ... | 1988-1989
M5 L, .... | 1988
M3 . 1988-1989
316 ... 1978-1982
323i ... ... | 1978-1985
520 & 520i ..... ... | 1978-1983
525 & 525i ..... .o | 1979-1982
728 & 728i .....cccu. ... | 1977-1985
730, 730i, & 730iA ...cooeeeveiiieeeenn 1978-1980
320 oo 1980-1984
TA50 oo 1980-1986
All other models except those in | 1973-1989
the M1 and Z1 series.
BL8i it 1986
525i ... 1989
730iA . 1988
520iA . 1989
850i ... 1991
728i . 1986
625CSi 1981
730i 1991
316 .. 1986
628CSi ... | 1980
750iL ..... ... | 1993
518i 1991
850i 1993
730i ... ... | 1993
5250 i 1991-1992
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VEHICLES MANUFACTURED FOR OTHER THAN THE CANADIAN MARKET—Continued

Manufacturer VSP VSA VCP Model type Model year
1991
1990
1991
1993
1992
1994
1994-1995
1993
1991
520 Series .. 1995
5 Series ...... 1990-1995
325i ... 1992-1996
325iX . 1990
BMW MC .o R75/6 .... 1974
......... 1977
R1100RS .... 1994
Bristol BUS .....ccceeeeeeeiiiiieieeeceecis VRT Bus-Double Decker ...... 1978-1981
VRT Bus-Double Decker ...... 1977
VRT Bus-Double Decker ...... 1973-1976
Chevrolet .......oovvvvveeeeeiieiciieeee e, 1995
Chrysler ... 1989
Citroen ........ 1990-1992
Ducati MC ... 1990-1996
DOodge ..ooevviiiee e 1973
1994-1995
Ferrar ..o 308 (all models) . 1974-1985
328 GTS ...ccoveeeiieens 1985-1989
328 (all other models) 1985 and 1988-1989
Ferrari .....ccoovvviveeieei e GTO ....ccue. 1985
Testarossa ........cc.ccueee. 1987-1989
Mondial (all models) ................ 1980-1989
208, 208 Turbo (all models) .... 1974-1988
348TB .ooeoeieceeeeee e 1992
365 GTB/4 Daytona .... 1973
[5]13 o I 1973
348TS ... .. | 1992
L 2 I = RSN 1993
FOrd oo ESCOMt RS ..o 1994-1995
Freightliner ........ccccooviiiiiniiiienn FTLD 112064SD ... 1991-1996
FLD12064ST ........ ... | 1991-1996
GMC e Suburban ........ccoeeiii, 1992-1994
Harley-Davidson MC FX, FL, XL Series ........cccovveiinnnnnn. 1973-1997
Hobson Horse Trailer ............ 1985
Honda Civic DX ......... 1989
Prelude 1989
Honda MC .....ccveeviiieeie e VFR750 ....... 1990
CB1000F ..... 1988
CP450SC 1986
Jaguar ... XIS 1980-1987
XJ6 . 1973-1986
XJ6 eeeerine 1987
Sovereign .... 1993
XIS 1992
XJS 1991
XIS i 1994-1996
XJ6 Sovereign 1988
Jaguar Daimler Limousine ...... 1985
JEEP i Cherokee .... 1992
Cherokee .... 1995
Cherokee .... 1991
Wrangler ........ 1993
Kawasaki MC ........ccccevivveeiiienennnen. ZX1000-B1 .... 1988
KZ5508B .......... 1982
KEN-MEX ..evvveeiiiieeiiiieeeiieeesiee e T800 ...... 1990-1996
Kenworth .. T800 1992
Lancia ......... Fulvia ............. 1973
Land Rover .... Defender 110 . 1993
Laverda MC ... 1000 ............... 1975
Lincoln ......... Mark VII ...... 1992
Maserati ... Bi-Turbo ...... 1985
Mazda .....coocoeiiiiee e, RX7 oo ... | 1978-1981
MX=5 Miata .....cccccevvreririreriieeesnnn 1990-1993
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VEHICLES MANUFACTURED FOR OTHER THAN THE CANADIAN MARKET—Continued

Manufacturer VSP VSA VCP Model type Model year
RX=7 e 1986
MG MGB Roadster ... | 1974
MitsSubisShi ......ccooeeiiiiiiicee, Galant VX ..o 1988
Galant SUP .......cccocieiiiiieieee 1989
Pajero ............ 1984
Moto Guzzi MC .......cccecveiiiiiiieene Daytona ... | 1993
NISSAN .eiiiiiieiiiie e Z and 280Z .......cccceeiiieiiiiieeeniiees 1973-1981
Fairlady and Fairlady Z .................. 1975-1979
Maxima ......cccceeeveriienennns ... | 1989
Stanza ...... 1987
240SX .. 1988
300ZX ... 1984
Peugeot .......ccccvveiiieieeiee e 405 .o, 1989
Pontiac Transport MPV .. 1993
Porsche 911 Coupe ......... 1973-1989
911 Targa ... 1973-1989
911 Turbo ...... 1976-1989
911 Cabriolet . 1984-1989
911 Carrera ... ... | 1973-1989
LA i 1973-1976
924 COUPE ..eveeeeiiieeeiieeesiieeeseeee s 1976-1989
924 Turbo Coupe .... 1979-1989
924'S i, ... | 1987-1989
928 COUPE ..ovveeeiieeeriieeerieee e 1976-1989
928 S COUPE .oovveeniieiieeiie e 1983-1989
928 S4 ........... 1979-1989
928 GT ........ 1979-1989
944 Coupe .....cccueee 1982-1989
944 Turbo Coupe .... ... | 1985-1989
944 S COUPE .oooiieeeiiieee e 1987-1989
All other models except Model 959 | 1973-1989
911 Ch oo 1990
911 Carrera ... 1992
944 ... 1990
911 Carrera ... 1994
946 ...ooeieene 1994
911 Turbo 1992
944 S2 2dr Hatchback 1990
POrsche ......cccocoveiiiiiiiiieeee, 911 Carrera 1993, 1995, 1996
928 S4 1990
ROIIS ROYCE ....oevviiiiiieeiiee e Silver Shadow 1973-1979
Bentley ... 1989
Bentley Turbo 1986
Camargue ............... 1984-1985
Bentley Brooklands .. 1993
Silver Spur ..... 1984
Saab 9000 ............ 1988
900 .... 1983
900 SE .. 1995
900 SE ...ooviiiieiens 1990-1994, 1996, 1997
SPHLE eveeiiiiie et Musketeer Trailer ..... 1980
Suzuki MC i GS850 ..o 1985
GSX750 ... 1983
TOYOtA oo Camry ... 1987-1988
Celica .... 1987-1988
Corolla .. 1987-1988
Camry .......c... 1989
Landcruiser .... 1989
Landcruiser ... 1991
Landcruiser .... 1994
Van ... 1987, 1988
Landcruiser .... 1990-1996
TrUMPN oo Spitfire ............ 1973
VOIKSWAGEN ...ocevvvvveeiiieeciieeesieee s Scirocco ...... 1986
Golf Rally ... 1988
Golf ... 1988
Golf oo 1993
Passat 4 door Sedan .. 1992
GTI (Canadian) ........... 1991
Golf ... 1987
VOIVO oo 262C ........... ... | 1981
740 Sedan ......cccevveviiiiee 1988
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VEHICLES MANUFACTURED FOR OTHER THAN THE CANADIAN MARKET—Continued

Manufacturer VSP VSA VCP Model type Model year
95 940GL 1993
132 945GL 1994
176 960 Sedan and Wagon 1994
Yamaha MC .......cccccceeiviiiiiieeeece, 113 | i | e FJ1200 oo 1991
Yamaha MC .......ccccccoeeiviiiiiiieeece, D71 | i | e RD=350 ...oiiiiiiiiiiiiiiiee e 1983
Manufacturer VSP VSA VCP Model type Model ID Model year
Mercedes Benz ........ | occeveveeennen. 43 BO0 .o 100.012 | 1973-1981
43 600 Long 4dr 100.014 | 1973-1981
43 600 Landaulet .... 100.015 | 1973-1981
43 600 Long 6dr 100.016 | 1973-1981
.................... 44 280 S.C i 107.022 | 1975-1981
44 350 S.C ... 107.023 | 1973-1979
44 450 S.C ... 107.024 | 1973-1989
44 380 S.C ... 107.025 | 1981-1989
44 500 S.C ... 107.026 | 1978-1981
44 300 SL ..... 107.041 | 1986-1988
44 280 SL ..... 107.042 | 1973-1985
44 350 SL ..... 107.043 | 1973-1978
44 450 SL ..... 107.044 | 1973-1989
44 380 SL ..... 107.045 | 1980-1989
44 500 SL ..... 107.046 | 1980-1989
44 420 SL ..... 107.047 | 1986
44 560 SL ............ 107.048 | 1986-1989
45 280 SE (3.5) ...... 108.057 | 1973
45 280 SEL (3.5) .... 108.058 | 1973
49 230.6 i 114.015 | 1973-1976
49 250 ........ 114.010 | 1973-1976
49 250 ... 114.011 | 1973-1976
49 250 CE 114.022 | 1973-1976
49 250 C ....... 114.023 | 1973-1976
49 280 ........ 114.060 | 1973-1976
49 280 E ....... 114.062 | 1973-1976
49 280 CE 114.072 | 1973-1976
49 280 C ....... 114.073 | 1973-1976
50 200 ........ 115.015 | 1973-1976
50 2304 ..... 115.017 | 1974-1976
50 220 D ....ceeee 115.110 | 1973-1976
50 240 D (3.0) .. 115.114 | 1974-1976
50 240 D .......... 115.117 | 1974-1976
51 280 S 116.020 | 1973-1980
51 280 SE ..... 116.024 | 1973-1988
51 280 SEL 116.025 | 1973-1980
51 350 SE ..... 116.028 | 1973-1980
51 350 SEL 116.029 | 1973-1980
51 450 SE ..... 116.032 | 1973-1980
51 450 SEL ............. 116.033 | 1973-1988
51 450 SEL (6.9) 116.036 | 1973-1988
52 200 .o 123.020 | 1976-1980
52 230 ..... 123.023 | 1976-1985
52 250 ..... 123.026 | 1976-1985
52 280 ........ 123.030 | 1976-1985
52 280 E 123.033 | 1976-1985
52 230 C 123.043 | 1978-1980
52 280 C ....... 123.050 | 1977-1980
52 280 CE 123.053 | 1977-1985
52 230 T ....... 123.083 | 1977-1985
52 280 TE 123.093 | 1977-1985
52 200 D 123.120 | 1980-1982
52 240 D 123.123 | 1977-1985
52 300 D 123.130 | 1976-1985
52 300D ....... 123.133 | 1977-1985
52 300 CD 123.150 | 1978-1985
52 240 TD ..... 123.183 | 1977-1985
52 300 TD ..... 123.193 | 1977-1985
52 200 ........ 123.220 | 1979-1985
52 230 E ....... 123.223 | 1977-1985
52 230 CE 123.243 | 1980-1984
52 230 TE ..... 123.283 | 1977-1985
.................... 53 280'S 126.021 | 1980-1983

52271
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Manufacturer

VSA

Model type

Model ID

Model year

190 E (2.6)
190 E 2.3 16 ...
190 D (2.2)

230 E ...
260 E ....

All other models except Model ID 114 and
115 with sales designations “long,”
“station wagon,” or “ambulance”.

126.022
126.023
126.024
126.025
126.032
126.033
126.034
126.035
126.036
126.037
126.039
126.043
126.044
126.045
126.120
201.022
201.024
201.028
201.029
201.034
201.122
201.126
124.020
124.023
124.026
124.030
124.050
124.083
124.090
124.130
124.133
124.193

124.023
124.083
124.081
107.041
124.021
124.120
126.020
124.023
124.023
126.025
201.024
129.066
140.050
140.057
126.020
129.066
126.036
124.090
201.024
126.035
140.050
129.061
124.036
129.006
126.037
124.051
126.044
140.032
126.024
140.032
201.028
124.023
124.019
124.051
124.043
140.028
126.039
124.026
124.012

1980-1985
1980-1985
1985-1989
1986-1989
1979-1989
1980-1989
1985-1989
1986-1989
1980-1986
1980-1989
1986-1989
1982-1989
1981-1989
1986-1989
1981-1989
1984
1983-1989
1986-1989
1986-1989
1984-1989
1984-1989
1984-1989
1985
1985-1987
1985-1989
1985-1989
1988-1989
1985
1986-1989
1985 and 1986
1985-1989
1986-1989
1973-1989

1988
1989
1989
1989
1989
1986
1986
1990
1989
1990
1990
1989
1991
1992
1989
1991
1988
1990
1991
1990
1992
1992
1991
1992
1991
1990
1990
1993
1990
1992
1992
1991
1993
1991
1991
1994
1990
1992
1991
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Manufacturer VSP

Model type

Model ID Model year

600SEC Coupe
S600 Coupe
300E 4-Matic ....

124.031
124.050
140.033
129.076
201.018
124.023
129.076
129.067

1992

1992

1994

1992

1992

1993
1992, 1993
1993-1995
1990
1992, 1993
1992-1993
1990

1990

1995

1994

1993
1994-1996
1993-1996
1993
1994-1996
1993
1994-1996
1992

1993
1994-1996
1990-1993
1992

1994

1994

1990

1994

1993
1990-1992, 1994
1995

1996
1992-1996
1990-1996
1997

Issued on: October 1, 1997.
Marilynne Jacobs,
Director, Office of Vehicle Safety Compliance.
[FR Doc. 97-26470 Filed 10-6-97; 8:45 am]
BILLING CODE 4910-59-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 648

[Docket Nos. 970214031-7031-01, I.D.
011697C and 970324064—-7064-01, |.D.
021997B]

Fisheries of the Northeastern United
States; Northeast Multispecies
Fishery; Framework Adjustment 16;
Framework Adjustment 23; Correction

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Correction to final rules.

SUMMARY: On March 3, 1997, NMFS
published a final rule to implement

measures contained in Framework
Adjustment 16 to the Northeast
Multispecies Fishery Management Plan
(FMP) and on April 1, 1997, NMFS
published a final rule to implement
measures contained in Framework
Adjustment 23 to the Northeast
Multispecies FMP. Because of the
effective dates of the implementing
regulations for both of these
frameworks, Framework Adjustment 16
regulatory text inadvertently superseded
Framework Adjustment 23 regulatory
text. This action corrects those sections
of the regulatory text inadvertently
superseded by Framework Adjustment
16.

DATES: Effective April 2, 1997.

FOR FURTHER INFORMATION CONTACT:
Mary Tokarcik, (978) 281-9300.

SUPPLEMENTARY INFORMATION:
Background

On March 3, 1997 (62 FR 9377),
NMFS published a final rule
implementing measures contained in
Framework Adjustment 16 to the
Northeast Multispecies FMP. This rule
prohibited the use of all gillnets capable

of catching Northeast multispecies
during the periods to which the harbor
porpoise time/area closures are in effect,
unless the gillnet meets certain
specifications. The intent of this action
was to restrict the use of small-mesh
pelagic gillnets, which were exempt
from the multispecies regulations, to
avoid increasing the risk of harbor
porpoise entanglements, but still allow
a traditional bait fishery to continue by
specifying the size and method of
deployment of the gear. That final rule
became effective on April 2, 1997.

On April 1, 1997 (62 FR 15425),
NMFS published a final rule that closed
Federal waters during specified periods
to vessels fishing with sink gillnet gear
and other gillnet gear capable of
catching multispecies, with the
exception of single pelagic gillnets in
parts of the specified right whale critical
habitats areas. The intent of the action
was to restrict multispecies fishing
activities which have been determined
to jeopardize the continued existence of
the northern right whale. That final rule
became effective upon filing on March
27, 1997.
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Need for the Correction

The final rules published in the
Federal Register on March 3 and April
1, 1997, both amended 88§ 648.14(a)(89)
and 648.87 (a) and (b). NMFS’ intent
was to have the rule published on April
1 for Framework Adjustment 23
supersede portions of the measures
contained in the rule published on
March 3 for Framework Adjustment 16.
However, due to an administrative
oversight, the rule implementing the
management measures contained in
Framework Adjustment 23 became
effective on March 27, 1997, prior to the
effective date (April 2, 1997) of the final
rule implementing the management
measures contained in Framework
Adjustment 16. Therefore, portions of
the regulations implementing
Framework Adjustment 16
unintentionally superseded the
regulations implementing Framework
Adjustment 23.

Effective April 2, 1997, this document
corrects the regulatory text contained in
portions of the March 3 rule
(Framework Adjustment 16) to reflect
the appropriate regulatory language
from the April 1 rule (Framework
Adjustment 23). Therefore, this
document corrects 88 648.14(a)(89) and
648.87 section heading and paragraphs
(a) and (b) heading and introductory text
to restore that text to that intended by
NMFS.

Correction

Accordingly, publication on March 3,
1997, of the final regulations (1.D.
011697C), which was the subject of FR
Doc. 97-4907, is corrected as follows:

On page 9379, in the first column,
under amendatory instruction 3, in
§648.14, paragraph (a)(89) is corrected
to read as follows:

§648.14 Prohibitions.

(a) * * *

(89) Fail to remove, use, set, haul
back, fish with, or possess on board a
vessel, unless stowed in accordance
with §648.81(e)(4), sink gillnet gear and
other gillnet gear capable of catching
multispecies, with the exception of
single pelagic gillnets (as described in
§648.81(f)(2)(ii)), in the areas and for
the times specified in § 648.87 (a) and
(b), except as provided in
88648.81(f)(2)(ii) and 648.87 (a) and (b),
or unless otherwise authorized in
writing by the Regional Administrator.

* * * * *

On page 9379, in the second column,
amendatory instruction 5 and the
regulatory text are corrected to read as
follows:

5. Section 648.87 is amended by
revising the section heading and
paragraphs (a) and (b) to read as follows:

§648.87 Gillnet requirements to reduce or
prevent marine mammal takes.

(a) Areas closed to gillnet gear
capable of catching multispecies to
reduce harbor porpoise takes. Sections
648.81(f) through (h) set forth closed
area restrictions to reduce the take of
harbor porpoise consistent with the
harbor porpoise mortality reduction
goals. Further, all persons owning or
operating vessels in the EEZ portion of
the areas and times specified in
paragraphs (a) (1) and (2) of this section
must remove all of their sink gillnet gear
and other gillnet gear capable of
catching multispecies, with the
exception of single pelagic gillnets (as
described in § 648.81(f)(2)(ii)), and may
not use, set, haul back, fish with, or
possess on board, unless stowed in
accordance with the requirements of
§648.81(e)(4), sink gillnet gear or other
gillnet gear capable of catching
multispecies, with the exception of
single pelagic gillnet gear (as described
in §648.81(f)(2)(ii)) in the EEZ portion
of the areas and for the times specified
in paragraphs (a) (1) and (2) of this
section. Also, all persons owning or
operating vessels issued a limited access
multispecies permit must remove all of
their sink gillnet gear and other gillnet
gear capable of catching multispecies,
with the exception of single pelagic
gillnets (as described in
§648.81(f)(2)(ii)), from the areas and for
the times specified in paragraphs (a) (1)
and (2) of this section, and, may not use,
set, haul back, fish with, or possess on
board, unless stowed in accordance
with the requirements of § 648.81(e)(4),
sink gillnets or other gillnet gear capable
of catching multispecies, with the
exception of single pelagic gillnets (as
described in 8 648.81(f)(2)(ii)) in the
areas and for the times specified in
paragraphs (a) (1) and (2) of this section.

(1) Mid-coast Closure Area. (i) From
March 25 through April 25 and from
September 15 through December 31 of
each fishing year, the restrictions and
requirements specified in paragraph (a)
of this section apply to the Mid-coast
Closure Area, as defined under
§648.81(g)(1), except as provided in
paragraph (a)(1)(ii) of this section.

(ii) Vessels subject to the restrictions
and regulations specified in paragraph
(a) of this section may fish in the Mid-
coast Closure Area, as defined under
§648.81(g)(1), from November 1 through
December 31 of each fishing year,
provided that an acoustic deterrent
device (‘“‘pinger”) is attached at the end
of each string of nets and at the bridle

of every net within a string of nets, and
is maintained as operational and
functioning. Each pinger, when
immersed in water, must broadcast a
10kHz +/—2kHz sound at 132 dB +/
—4dB re 1 micropascal at 1 m. This
sound must last 300 milliseconds and
repeat every 4 seconds.

(2) Cape Cod South Closure Area.
From March 1 through March 30 of each
fishing year, the restrictions and
requirements specified in paragraph (a)
of this section apply to the Cape Cod
South Closure Area (copies of a chart
depicting this area are available from
the Regional Administrator upon
request), which is the area bounded by
straight lines connecting the following
points in the order stated.

CAPE CoD SOUTH CLOSURE AREA

. . W. lon-
Point N. latitude gitude
®) 71°45' W

40°40' N 71°45' W

40°40' N 70°30' W

® 70°30' W

1RI Shoreline.
2MA Shoreline.

(b) Areas closed to gillnet gear
capable of catching multispecies to
prevent right whale takes. All persons
owning or operating vessels must
remove all of their sink gillnet gear and
gillnet gear capable of catching
multispecies, with the exception of
single pelagic gillnets (as described in
§648.81(f)(2)(ii)), from the EEZ portion
of the areas and for the times specified
in (b)(1) and (2) of this section, and may
not use, set, haul back, fish with, or
possess on board, unless stowed in
accordance with the requirements of
§648.81(e)(4), sink gillnet gear or gillnet
gear capable of catching multispecies,
with the exception of single pelagic
gillnet gear (as described in
§ 648.81(f)(2)(ii)) in the EEZ portion of
the areas and for the times specified in
paragraphs (b)(1) and (2) of this section.

(1) Cape Cod Bay Critical Habitat
Closure Area. From March 27, 1997
through May 15, 1997 and from January
1 through May 15 of each subsequent
year, the restrictions and requirements
specified in paragraph (b) of this section
apply to the Cape Cod Bay Critical
Habitat Closure Area (copies of a chart
depicting this area are available from
the Regional Administrator upon
request), which is the area bounded by
straight lines connecting the following
points in the order stated.
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CAPE CoD BAY CRITICAL HABITAT
CLOSURE AREA

) . W. lon-
Point N. latitude gitude
42°12' N 70°30' W
42°12' N 70°15' W

42°08' N 70°12.4' W

Then westerly along the 3 NM state
boundary to
CCB4 ... | 42°08' N
Then due north to CCB1

| 70°30' W

(2) Great South Channel Critical
Habitat Closure Area. From April 1
through June 30 of each year, the
restrictions and requirements specified
in paragraph (b) of this section apply to
the Great South Channel Critical Habitat
Closure Area (copies of a chart depicting
this area are available from the Regional
Administrator upon request), which is
the area bounded by straight lines
connecting the following points in the
order stated.

GREAT SOUTH CHANNEL CRITICAL
HABITAT CLOSURE AREA

Point N. latitude W. longitude
41°02.2' N 69°02' W
41°43.5'N 69°36.3' W
42°10' N 68°31' W
41°38' N 68°13' W
* * * * *

Authority: 16 U.S.C. 1801 et seq.
Dated: October 1, 1997.
David L. Evans,

Deputy Assistant Administrator for Fisheries,
National Marine Fisheries Service.

[FR Doc. 97-26469 Filed 10-6-97; 8:45 am]
BILLING CODE 3510-22—P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 648

[Docket No. 961210346-7035-02; I.D.
100197A]

Fisheries of the Northeastern United
States; Summer Flounder Fishery;
Commercial Quota Available for New
Jersey

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Commercial quota availability.

SUMMARY: NMFS announces that
summer flounder commercial quota is
available to the State of New Jersey to

allow a reopening of the State to
landings of summer flounder. Vessels
issued a commercial Federal fisheries
permit for the summer flounder fishery
may resume landings of summer
flounder in New Jersey for the
remainder of calendar year 1997, or
until the remaining quota allocation is
harvested.

DATES: Effective October 3, 1997
through December 31, 1997.

FOR FURTHER INFORMATION CONTACT:
Regina L. Spallone, Fishery Policy
Analyst, (978) 281-9221.
SUPPLEMENTARY INFORMATION:
Regulations governing the summer
flounder fishery are found at 50 CFR
part 648. The regulations require annual
specification of a commercial quota that
is apportioned among the states from
North Carolina through Maine. The
process to set the annual commercial
quota and the percent allocated to each
state are described in § 648.100. The
initial total commercial quota for
summer flounder for the 1997 calendar
year was set equal to 11,111,298 Ib
(5,040,000 kg) (62 FR 10473, March 7,
1997). The percent allocated to vessels
landing summer flounder in New Jersey
is 16.72499 percent, or 1,858,363 Ib
(842,939 kg) in 1997. After deducting a
510,771 Ib (231,682 kg) overage landed
in 1996, as specified in section
648.100(d)(2), New Jersey was left with
an adjusted 1997 commercial quota of
1,347,592 Ib (611,257 kg) (62 FR 37741,
July 15, 1997). Section 648.101(b)
requires the Administrator, Northeast
Region, NMFS (Regional Administrator),
to monitor state commercial quotas and
to determine when a state’s commercial
quota is harvested. Based on dealer
reports and other available information,
the Regional Administrator determined
that the commercial quota available to
New Jersey had been harvested, and no
guota was available for that State for the
remainder of 1997. Thus, effective
September 24, 1997 (62 FR 50525,
September 26, 1997), summer flounder
landings in the State of New Jersey by
federally permitted vessels, and
purchases by federally permitted
dealers, were prohibited for the
remainder of 1997. The closure of the
State to landings was based on
projections of landings from dealer
reports. However, due to State action to
control landings through trip limits,
actual landings have fallen short of
projections. Specifically, prior to the
NMPFS closure, New Jersey closed its
directed fishery and landings dropped
off significantly. The State now has a
bycatch trip limit in place for the
remainder of the year (10 percent of
total fish on board, up to a maximum of

100 Ib/trip (45 kg/trip) until November
1st; 200 Ib/trip (91 kg/trip) after that
date). Thus, available data indicate that
approximately 50,000 Ib (22,680 kg)
remain in New Jersey’s annual
commercial quota of 1,347,592 |b
(611,257 kg). Since summer flounder
commercial quota is available to New
Jersey to be harvested, and in order to
allow the State to receive the full benefit
of its annual allocation of quota, the
closure, published on September 26,
1997, is rescinded.

Classification

This action is required by 50 CFR part
648 and is exempt from review under
E.O. 12286.

Authority: 16 U.S.C. 1801 et seq.

Dated: October 2, 1997.
Gary Matlock,

Director, Office of Sustainable Fisheries,
National Marine Fisheries Service.

[FR Doc. 97-26577 Filed 10-3-97; 10:48 am]
BILLING CODE 3510-22-F

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 961107312-7021-02; I.D.
100197D]

Fisheries of the Exclusive Economic
Zone Off Alaska; Pollock in the
Offshore Component in the Bering Sea
Subarea

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Inseason adjustment; request for
comments.

SUMMARY: NMFS issues an inseason
adjustment closing the season for
pollock by vessels catching pollock for
processing by the offshore component in
the Bering Sea subarea (BS) of the
Bering Sea and Aleutian Islands
management area (BSAI) at midnight
rather than noon. This adjustment is
necessary to prevent the underharvest of
pollock by vessels catching pollock for
processing by the offshore component in
the BS of the BSAI.

DATES: Effective 2400 hrs, Alaska local
time (A.lL.t.), October 2, 1997, until 2400
hrs, A.lL.t., December 31, 1997.
Comments must be received at the
following address no later than 4:30
p-m., A.lL.t.,, October 22, 1997.
ADDRESSES: Comments may be sent to
Chief, Fisheries Management Division,
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Alaska Region, NMFS, P.O. Box 21668,
Juneau, AK 99802 Attn. Lori Gravel, or
be delivered to the fourth floor of the
Federal Building, 709 West 9th Street,
Juneau, AK.

FOR FURTHER INFORMATION CONTACT:
Andrew Smoker, 907-586-7228.

SUPPLEMENTARY INFORMATION: The
groundfish fishery in the BSAI exclusive
economic zone is managed by NMFS
according to the Fishery Management
Plan for Groundfish of the Bering Sea
and Aleutian Islands Area (FMP)
prepared by the North Pacific Fishery
Management Council under authority of
the Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson Act). Fishing by U.S. vessels
is governed by regulations
implementing the FMP at subpart H of
50 CFR part 600 and 50 CFR part 679.

In accordance with § 679.20(c)(3)(iii),
the allocation of the pollock total
allowable catch for vessels catching
pollock for processing by the offshore
component in the BS was established as
679,413 metric tons (mt) by the Final
1997 Harvest Specifications for
Groundfish of the BSAI (62 FR 7168,
February 18, 1997).

In accordance with § 679.20(d)(1)(i),
the Administrator, Alaska Region,
NMFS (Regional Administrator), has
determined that the allocation of the
pollock total allowable catch for vessels
catching pollock for processing by the
offshore component in the BS will soon
be reached. The Regional Administrator
is establishing a directed fishing
allowance of 664,413 mt, and is setting
aside the remaining 15,000 mt as

bycatch to support other anticipated
groundfish fisheries. In accordance with
§679.20(d)(1)(iii), the Regional
Administrator finds that this directed
fishing allowance has been taken.
Consequently, NMFS is prohibiting
directed fishing for pollock by vessels
catching pollock for processing by the
offshore component in the BS on
October 2, 1997.

Section 679.23(b) specifies that the
time of all openings and closures of
fishing seasons other than the beginning
and end of the calendar fishing year is
1200 hrs, A.L.t. Current information
shows the catching capacity of vessels
catching pollock for processing by the
offshore component is in excess of
11,400 mt per day. The Regional
Administrator has determined that the
directed fishing allowance for the
offshore component would be
underharvested if the fishery is closed at
1200 hrs, A.l.t.

In accordance with § 679.25(a)(1)(i),
NMPFS is adjusting the season for
pollock by vessels catching pollock for
processing by the offshore component in
the BS subarea of the BSAI by
prohibiting directed fishing at 2400 hrs,
A.lL.t., October 2, 1997. NMFS is taking
this action to prevent the underharvest
of the pollock allocation to vessels
catching pollock for processing by the
offshore component in the BS of the
BSAI as authorized by
8§679.25(a)(2)(i)(C). In accordance with
§679.25(a)(2)(iii), NMFS has
determined that closing the season at
2400 hrs on October 2, 1997, is the least
restrictive management adjustment to
harvest the pollock allocated to vessels

catching pollock for processing by the
offshore component in the BS of the
BSAI and will allow other fisheries to
continue in noncritical areas and time
periods.

Classification

The Assistant Administrator for
Fisheries, NOAA, finds for good cause
that providing prior notice and public
comment or delaying the effective date
of this action is impracticable and
contrary to the public interest. Failure to
close the season for pollock by vessels
catching pollock for processing by the
offshore component in the BS on
October 2, 1997, would likely result in
the overharvest of the pollock
allocation. Without this inseason
adjustment extending the closure time
from noon to midnight, the pollock
allocation for vessels catching pollock
for processing by the offshore
component in the BS of the BSAI would
be underharvested, resulting in an
economic loss of more than $1,500,000.
Under §679.25(c)(2), interested persons
are invited to submit written comments
on this action to the above address until
October 22, 1997.

This action is required by §679.25
and is exempt from review under E.O.
12866.

Authority: 16 U.S.C. 1801 et seq.

Dated: October 2, 1997.

Gary C. Matlock,

Director, Office of Sustainable Fisheries,
National Marine Fisheries Service.

[FR Doc. 97-26618 Filed 10-3-97; 10:33 am]
BILLING CODE 3510-22-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Rural Housing Service

Rural Business-Cooperative Service
Rural Utilities Service

Farm Service Agency

7 CFR Part 1980
RIN 0575-AC17

Community Programs Guaranteed
Loan Program

AGENCIES: Rural Housing Service and
Rural Utilities Service, USDA.

ACTION: Proposed rule.

SUMMARY: The Agencies are proposing to
issue a new Community Programs (CP)
guaranteed loan regulation (part 1980,
subpart ) to replace the current
regulation for the program. This action
is needed to streamline and update the
program. The intended effect is to
simplify and clarify the regulation; shift
some responsibility for loan
documentation and analysis from the
Government to the lenders; make the
program more responsive to the needs of
lenders, local community public bodies,
and nonprofit corporations; and provide
for smoother processing of applications.
DATES: Written comments must be
received on or before December 8, 1997.
The comment period for information
collections under the Paperwork
Reduction Act of 1995 continues
through December 8, 1997.

ADDRESSES: Submit written comments
to the Chief, Regulations and Paperwork
Management Branch, Support Services
Division, Rural Development, U.S.
Department of Agriculture, STOP 0743,
1400 Independence Ave. SW.,
Washington, D.C. 20250-0743. Also,
comments may be submitted via the
Internet by addressing them to
“‘comments@rus.usda.gov’’ and must
contain Community Programs
Guaranteed Loans in the subject line.
All written comments will be available
for public inspection during regular
work hours at the above address.

FOR FURTHER INFORMATION CONTACT: Mel
Padgett, Community Programs Senior
Loan Specialist, Rural Housing Service,
U.S. Department of Agriculture, STOP
3222, 1400 Independence Ave. SW.,
Washington, D.C. 20250-3222,
telephone: (202) 720-1495.

SUPPLEMENTARY INFORMATION:
Classification

This proposed rule has been
determined to be not significant for the
purposes of Executive Order 12866 and,
therefore, has not been reviewed by
OMB.

Programs Affected

The Catalog of Federal Domestic
Assistance Programs impacted by this
action are 10.766, Community Facilities
loans, and 10.760, Water and Waste
Disposal Systems for Rural
Communities.

Intergovernmental Review

These loans are subject to the
provisions of Executive Order 12372
which require intergovernmental
consultation with State and local
officials. RHS conducts
intergovernmental consultations for
each loan in the manner delineated in
FmHA Instruction 1940-J.

Civil Justice Reform

The proposed rule has been reviewed
under Executive Order 12778, Civil
Justice Reform. In accordance with this
rule: (1) All State and local laws and
regulations that are in conflict with this
rule will be preempted; (2) no
retroactive effect will be given to this
rule; and (3) administrative proceedings
of the National Appeals Division (7 CFR
part 11) must be exhausted before
bringing suit in court challenging action
taken under this rule.

Environmental Impact Statement

The action has been received in
accordance with 7 CFR part 1940,
subpart G, “Environmental Program.”
The Agencies have determined that this
action does not constitute a major
Federal action significantly affecting the
quality of the human environment and,
in accordance with the National
Environmental Policy Act of 1969, Pub.
L. 91-190, an Environmental Impact
Statement is not required.

Unfunded Mandates Reform Act

Title 1l of the Unfunded Mandates
Reform Act of 1995 (UMRA), Pub. L.
104—-4, established 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 Agencies generally must prepare a
written statement, including a cost-
benefit analysis, for proposed and final
rules with “Federal mandates” that may
result in expenditures to State, local, or
tribal governments, in the aggregate, or
to the private sector, of $100 million or
more in any 1 year. When such a
statement is needed for a rule, section
205 of the UMRA generally requires the
Agencies 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.

This rule contains no Federal
mandates (under the regulatory
provisions of Title Il of the UMRA) for
State, local, and tribal governments or
the private sector. Therefore, this rule is
not subject to the requirements of
sections 202 and 205 of the UMRA.

National Performance Review

This regulatory action is being taken
as part of the National Performance
Review program to eliminate
unnecessary regulations and improve
those that remain in force.

Regulatory Flexibility Act

This proposed rule has been reviewed
with regard to the requirements of the
Regulatory Flexibility Act (5 U.S.C.
601-612). The undersigned has
determined and certified by signature of
this document that this rule will not
have a significant economic impact on
a substantial number of small entities
since this rulemaking action does not
involve a new or expanded program.

Discussion of the Proposed Rule

This action replaces the CP
guaranteed loan program administered
under 7 CFR part 1980. Under the
proposed rule, this guaranteed loan
program will be more flexible and place
more reliance on lenders. There are
fewer specific requirements for lenders.
The lender has added responsibility for
analyzing credit quality; for making,
securing, and servicing the loan; and for
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monitoring construction. Application
processing procedures will be more
efficient; less burdensome for
borrowers, lenders, and Rural
Development staff; and will provide for
more rapid decisions.

The CP loan program was authorized
by the Rural Development Act of 1972.
The Agencies were authorized to
guarantee CP loans under Pub. L. 101
161 enacted November 21, 1989. The
loans are made by private lenders to
public bodies and nonprofit
corporations for the purpose of
improving rural living standards and for
other purposes that create essential
community facilities located in cities,
towns, or unincorporated areas of up to
50,000 population required by the
Federal Agriculture Improvement and
Reform Act of 1996 (Pub. L. 104-127)
and water and waste disposal facilities
located in cities or towns of up to
10,000 population. The previous
statutory population limit for loans for
essential community facilities had been
20,000.

Since 1990, more than 240
community programs projects, totaling
slightly more than $210 million, have
received loans which were guaranteed
through the CP program.

These loans can be made for a variety
of purposes including health care;
public buildings and improvements; fire
and rescue; easements; purchase of
equipment, machinery, and supplies;
repair and modernization; pollution
control; transportation studies; and
water and waste disposal facilities. The
rate and terms of the loan are negotiated
between the borrower and the lender.

The Agencies propose to replace the
regulation for the CP guaranteed loan
programs with a completely new
regulation. This is a high-priority effort
to streamline the administration and
operation of the program, respond to the
requests of users of the program, and
assist the field staff administering the
program. The revised regulation is
shorter, simpler, clearer, and more
logically organized. The volume of
regulatory material which a lender must
review to request, make, or service a CP
guaranteed loan under the new
regulation is significantly less than the
current regulation. Clarifications of
various items are also included, such as
what is meant by the term “‘essential
community facility.”

Except for the increase in the
population limit, the revisions are not
required by statute. However, the
President, as well as the Secretary of
Agriculture, are committed to
streamlining all Federal regulations.
This CP regulation streamlines our
application procedures, reduces loan

application processing time by placing
greater emphasis on State resources,
allows more management flexibility and
decision-making capacity at the State
Office level, and expands eligible loan
purposes to include recreation.

Recognizing the need to streamline
the regulation, the Agencies established
two task forces. One was comprised of
CP Program Chiefs, CP Loan Specialists,
and other field office personnel. The
second was comprised of lenders,
secondary market representatives, and
National Office management. They
examined changes that needed to be
made in the program to attract
additional lenders and to make the
program more user friendly and
customer oriented. Task force
recommendations have been
incorporated into this regulation.

Based on the recommendations of the
task forces, the Agencies have proposed
these revisions to make the program
more usable by lenders and borrowers.
Also, the Agencies recognize that
changes are necessary to make the
program more effective in creating jobs
and stimulating economic activity
(particularly in chronically low-income
rural areas). Under the proposed new CP
regulation, the material that must be
submitted to, and reviewed by, the
Agencies before approval of the
guarantee has been streamlined.
Responsibilities for credit and analysis
and application processing tasks will be
shifted from the Agencies’ National
Offices to field offices and from the
Agencies to the lender, where feasible.
Following is a discussion of some of the
most significant policy revisions
included in the proposed new
regulation.

To streamline the regulation, the
Agencies have combined applicable
portions of the Direct Community Loan
Programs (7 CFR part 1942, subpart A),
Fire and Rescue (7 CFR part 1942,
subpart C), General Guaranteed
Regulation (7 CFR part 1980, subpart A),
previously drafted Guaranteed
Community Programs Regulation, and
parts of forms which were not in
regulations into the Guaranteed
Community Programs Regulation (7 CFR
part 1980, subpart I). The Agencies also
divided the regulation into general,
processing, and servicing sections.
These actions should significantly
reduce the amount of regulatory
material that a lender and a borrower
must peruse to determine eligibility and
complete the application. This will also
simplify making and servicing a CP
loan.

Additionally, the necessary
information contained in the
preapplication package can be

submitted simultaneously with the
application. The threshold for requiring
audited financial statements has been
increased from $100,000 to $500,000 to
reduce the reporting burden on small
organizations. Also, we have included
recreation as well as clarified
telecommunications as eligible loan
purposes.

Under the revised regulations, the
lender is responsible for legal
sufficiency. The lender will not only be
able to negotiate interest rates but will
also be able to negotiate interest rate
incremental increases and caps for each
loan. This will give the lender more
flexibility to fit the CP guaranteed loan
program to its lending policies and
procedures. The lender does not have to
be a local lender provided it can
demonstrate the ability to adequately
service the loan. This will permit an
expansion of eligible lenders to include
such organizations as State bond banks,
the Rural Utilities Cooperative Finance
Corporation, and Sallie Mae. All of
these organizations have expressed an
interest in the CP guaranteed lending
program in the past.

Conclusion

The Agencies believe the streamlining
of the regulation for this program will
enhance the use of the program in
improving the future prosperity of rural
residents through targeted investments
that enhance rural competitiveness,
improve and diversify community
services, and enable rural residents to
have a better quality of life. The
proposed revisions are consistent with
Administration efforts to streamline
Government functions, improve
efficiency and the effectiveness of
Government activities, and be more
customer friendly. The changes
proposed will enable the Agencies to
deliver a larger program with fewer staff
resources, simultaneously meet the
objectives of the National Performance
Review regarding customer service,
reduce regulation, and streamline
Agencies operations.

The proposed changes will provide
more flexibility for both lenders and
Agencies staff. Many errors will be
reduced because the guidelines and
requirements are much clearer and
items are more easily found in a
reduced and better-organized regulation.
Lenders will be more interested in using
the program because the procedures are
simpler and more direct with
significantly fewer cross references to
other regulations. The ultimate benefits
to be realized are increased lending
activity resulting in a better-living
standard for rural communities with the
infrastructure to attract new businesses
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and the creation of more jobs in rural
areas, particularly in those areas that
have experienced historical economic
distress.

Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act of 1995, the Agencies
will seek Office of Management and
Budget (OMB) approval of the reporting
and recordkeeping requirements
contained in this regulation. These
reporting and recordkeeping
requirements have been previously
approved under control numbers 0575—
0024 and 0575-0137. We have made the
appropriate adjustments based upon the
programs’ 6-year history.

The loans are made by private lenders
to public bodies and nonprofit
corporations for the purpose of
improving rural living standards and for
other purposes that create employment
opportunities in rural areas. Eligibility
for this program includes community
facilities located in cities, towns, or
unincorporated areas of up to 50,000
population and water and waste
disposal facilities located in cities of up
to 10,000 population.

The information collected is used by
the Agencies to manage, plan, evaluate,
and account for Government resources.
The reports are required to ensure the
proper and judicious use of public
funds.

Estimate of Burden: Public reporting
burden for this collection of information
is estimated to average 13.97 hours per
response.

Respondents: Nonprofit corporations
and public bodies.

Estimated Number of Respondents:
125.

Estimated Number of Responses per
Respondent: 10.12.

Estimated Total Annual Burden on
Respondents: 17,677.

Copies of this information collection
can be obtained from Barbara Williams,
Information Collection Coordinator,
Regulations and Paperwork
Management Branch, Support Services
Division, Rural Development, telephone
(202) 720-9734.

Comments are invited on (a) whether
the proposed collection of information
is necessary for the proper performance
of the functions of the Agencies,
including whether the information will
have practical utility; (b) the accuracy of
the Agencies’ estimate of the burden of
the proposed collection of information,
including the validity of the
methodology and assumptions used; (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 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.

All responses to this notice will be
summarized, included in the request for
OMB approval, and will become a
matter of public record. Comments
should be submitted to the Desk Officer
for Agriculture, Office of Information
and Regulatory Affairs, Office of
Management and Budget, Washington,
D.C. 20503 and to Barbara Williams,
Information Collection Coordinator,
Regulations and Paperwork
Management Branch, Support Services
Division, Rural Housing Service, U.S.
Department of Agriculture, STOP 0743,
1400 Independence Avenue SW.,
Washington, D.C. 20250-0743. A
comment to OMB is best assured of
having its full effect if OMB receives it
within 30 days of publication of this
rule.

List of Subjects in 7 CFR Part 1980

Loan programs—Agriculture, Loan
programs—Business and industry—
Rural development assistance, Loan
programs—Community facilities—Rural
development assistance, Loan
programs—Housing and community
development.

Accordingly, part 1980, chapter XVIII,
title 7 of the Code of Federal
Regulations, is proposed to be amended
as follows:

PART 1980—GENERAL

1. The authority citation for part 1980
is revised to read as follows:

Authority: 5 U.S.C. 301; 7 U.S.C. 1989; 42
U.S.C 1480.

Subpart A—General

§1980.47 [Amended]
2. Section 1980.47(d) is removed.

§1980.60 [Amended]

3. Section 1980.60(a)(12) is amended
by removing the words “or Form FmHA
or its successor agency under Public
Law 103-354 1980-10, ‘Application for
Loan and Guarantee’ (Community
Programs),” in the first sentence.

Subpart —Community Programs
Guaranteed Loans

4. Subpart | is revised to read as
follows:
Sec.
1980.801 General.
1980.802 Definitions.
1980.803 Full faith and credit.
1980.804 Conditions of Guarantee.
1980.805—1980.807 [Reserved]

1980.808 Access to lender’s records.
1980.809 Environmental requirements.
1980.810—1980.811 [Reserved]
1980.812 Inspections.

1980.813 Appeals.

1980.814—1980.816 [Reserved]

1980.817 Exception authority.

1980.818—1980.819 [Reserved]

1980.820 Eligibility.

1980.821 Priorities.

1980.822—1980.823 [Reserved]

1980.824 Eligible loan purposes.

1980.825 Ineligible loan purposes.

1980.826 [Reserved]

1980.827 Eligible Lenders.

1980.828 Transfer of lender or borrower
prior to issuance of loan note guarantee.

1980.829 Fees and charges by lender.

1980.830 Loan guarantee limitations.

1980.831—1980.832 [Reserved]

1980.833 Interest rates.

1980.834 Terms of loan repayment.

1980.835—1980.836 [Reserved]

1980.837 Insurance and fidelity bonds.

1980.838—1980.839 [Reserved]

1980.840 Equal opportunity and Fair
Housing Act requirements.

1980.841 [Reserved]

1980.842 Design and construction
requirements.

1980.843 Other Federal, State, and local
requirements.

1980.844—1980.846 [Reserved]

1980.847 Economic feasibility
requirements.

1980.848 Security.

1980.849—1980.851 [Reserved]

1980.852 Processing.

1980.853 Evaluation of application.

1980.854—1980.858 [Reserved]

1980.859 Review of requirements.

1980.860—1980.862 [Reserved]

1980.863 Conditions precedent to issuance
of the Loan Note Guarantee.

1980.864 Issuance of Lender’s Agreement,
Loan Note Guarantee, and Assignment
Guarantee Agreement.

1980.865 Lender’s sale or assignment of the
guaranteed portion of loan.

1980.866—1980.868 [Reserved]

1980.869 Loan servicing.

1980.870—1980.872 [Reserved]

1980.873 Replacement of loss, theft,
destruction, mutilation, or defacement of
Loan Note Guarantee or Assignment
Guarantee Agreement.

1980.874 [Reserved]

1980.875 Defaults by borrower.

1980.876—1980.877 [Reserved]

1980.878 Repurchase of loan.

1980.879 Transfer of lender after issuance
of Loan Note Guarantee.

1980.880 Interest rate changes after loan
closing.

1980.881 Liquidation.

1980.882 [Reserved]

1980.883 Protective advances.

1980.884 Additional loans or advances.

1980.885 Bankruptcy.

1980.886—1980.887 [Reserved]

1980.888 Transfers and assumptions.

1980.889 Mergers.

1980.890 Disposition of acquired property.

1980.891—1980.893 [Reserved]

1980.894 Determination and payment of
loss.
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1980.895 Future recovery.

1980.896 Termination of Loan Note
Guarantee.

1980.897—1980.900 [Reserved]

PART 1980—GENERAL

Subpart —Community Programs
Guaranteed Loans

§1980.801 General.

(a) This subpart contains the
regulations for Community Programs
loans guaranteed by the Agency and
applies to lenders, holders, borrowers,
and other parties involved in making,
guaranteeing, holding, servicing, or
liquidating such loans.

(b) The purpose of the Community
Programs guaranteed loan program is to
improve, develop, or finance essential
community and water and waste
disposal facilities in rural areas. This
purpose is achieved through bolstering
the existing private credit structure
through the guarantee of quality loans
which will provide lasting community
benefits.

§1980.802 Definitions.

The following general definitions are
applicable to the terms used in this
subpart:

Agency. The Rural Housing Service
and the Rural Utility Service which are
within the Rural Development mission
area of the United States Department of
Agriculture (USDA) or their successor
agencies with authority delegated by the
Secretary of Agriculture to administer
the Community Facilities and Water and
Waste Disposal programs. This also
includes the Rural Development
mission area.

Application. An Agency prescribed
form to request an Agency guarantee.
(Available in any Agency office.)

Arm’s length transaction. The sale,
release, or disposition of assets in which
the title to the property passes to a
ready, willing, and able third party who
is not affiliated with, or related to, and
has no security, monetary, or
stockholder interest in the borrower or
transferor at the time of the transaction.

Assignment Guarantee Agreement.
The signed agreement among the
Agency, the lender, and the holder
setting forth the terms and conditions of
an assignment of the guaranteed portion
of a loan or any part thereof. (This is an
Agency prescribed form available in any
Agency office.)

Borrower. The entity that borrows
money from the lender.

Collateral. Property pledged to secure
the guaranteed loan.

Community facility (essential). The
term “facility” as used in this subpart
refers to both the physical structure

financed and the resulting service
provided to rural residents. An essential
community facility must:

(1) Be a function customarily
provided by a local unit of government;

(2) Be a public improvement needed
for the orderly development of a rural
community;

(3) Not include private affairs or
commercial or business undertakings
(except for limited authority for
industrial parks);

(4) Be the area of jurisdiction or
operation for the public bodies eligible
to receive assistance or a similar local
rural service area of a not-for-profit
corporation; and

(5) Be located in a rural area.

Conditional Commitment for
Guarantee. The Agency’s written
statement to the lender that the material
submitted is approved subject to the
completion of all conditions and
requirements set forth in the agreement.
(This is an Agency prescribed form
available in any Agency office.)

Guaranteed loan. A loan made and
serviced by a lender for which the
Agency and lender have entered into a
Lender’s Agreement and for which the
Agency has issued a Loan Note
Guarantee.

Holder. The person or entity (other
than the lender) who holds all or a part
of the guaranteed portion of the loan
with no servicing responsibilities. When
the lender assigns parts of the
guaranteed portion of the loan to an
assignee, the assignee becomes a holder
when the Assignment Guarantee
Agreement is signed by all parties.

Immediate Family. Individuals who
are closely related by blood or by
marriage, such as a spouse, significant
other, parent, child, brother, sister, aunt,
uncle, grandparent, grandchild, niece,
nephew, or first cousin.

Insurance. Fire, windstorm, lightning,
hail, explosion, riot, civil commotion,
aircraft, vehicles, smoke, builder’s risk,
public liability, property damage, flood
or mudslide, worker’s compensation,
fidelity bond, malpractice, or any
similar insurance that is available and
needed to protect the security, or that is
required by law.

Joint financing. The situation
occurring when two or more lenders (or
any combination of lenders and other
financial sources) make separate loans
to supply the funds required by one
borrower. For example, such joint
financing may consist of the Agency’s
financial assistance with the Economic
Development Administration,
Department of Housing and Urban
Development (HUD), or other Federal
and State agencies, and private and
quasi-public financial institutions.

Lender. The person or organization
making and responsible for servicing the
loan. The lender is also referred to in
this subpart as the applicant who is
requesting a guarantee during the
preapplication and application stage of
processing.

Lender’s Agreement. The signed
agreement between the Agency and the
lender setting forth the lender’s
responsibilities when the Loan Note
Guarantee is issued. (This is an Agency
prescribed form available in any Agency
office.)

Loan classification system. The
process by which loans are examined
and categorized by degree of potential
for loss in the event of default.

Loan Note Guarantee. The signed
commitment issued by the Agency
setting forth the terms and conditions of
the guarantee of an identified loan.
(This is an Agency prescribed form
available in any Agency office.)

Market value. The amount for which
property would sell for its highest and
best use at a voluntary sale in an arm’s
length transaction.

Note. An evidence of debt. In those
instances where the Agency guarantees
a bond issue, ‘‘note’ shall also be
construed to include a bond or other
evidence of indebtedness, as
appropriate.

Participation. Sale of an interest in a
loan in which the lender retains the
note, collateral securing the note, and
all responsibility for loan servicing and
liquidation.

Principals of borrowers. The owners,
officers, directors, entities, and others
directly involved in the operation and
management of the borrower.

Problem loan. A loan which is not
performing according to its terms and
conditions.

Protective advances. Advances made
by the lender for the purpose of
preserving and protecting the collateral
where the debtor has failed to and will
not, or cannot, meet obligations to
protect or preserve collateral.

Public body. A municipality, county,
or other political subdivision of a State,
special purpose district, an Indian Tribe
on a Federal or State reservation, or
another federally recognized Indian
Tribe.

Report of loss. An Agency prescribed
form used by lenders when reporting a
loss under an Agency guarantee.
(Available in any Agency office.)

Rural and rural area. Any area
defined by the latest Decennial Census
of the United States except:

(1) For water and waste disposal
facilities—any city or town with a
population in excess of 10,000
inhabitants.
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(2) For essential community
facilities—any city, town, or
unincorporated area with a population
in excess of 50,000 inhabitants, and any
urbanized area immediately adjacent to
a city, town, or unincorporated area that
has a population of more than 50,000
inhabitants.

Service area. The area reasonably
expected to be served by the facility
being financed by the guaranteed loan.

State. Any of the 50 States, the
Commonwealth of Puerto Rico, the
Virgin Islands of the United States,
Guam, American Samoa,
Commonwealth of the Northern Mariana
Islands, Republic of the Marshall
Islands, Republic of Palau, and the
Federated States of Micronesia.

State Director. The Rural
Development State Director or the staff
member who has been delegated
authority to perform action on behalf of
the State Director.

Substantive Change. Any change in
the purpose of the loan or any change
in the financial condition of the
borrower or the collateral which would
jeopardize the performance of the loan.

Transfer and assumption. The
conveyance by a debtor to an assuming
party of the assets, collateral, and
liabilities of the loan in return for the
assuming party’s binding promise to pay
the outstanding debt.

Water or waste disposal facility. A
facility designed to provide, enlarge,
extend, or otherwise improve water,
wastewater or sanitary sewer, solid
waste disposal, or storm wastewater
services to rural residents.

§1980.803 Full faith and credit.

The Loan Note Guarantee constitutes
an obligation supported by the full faith
and credit of the United States and is
not contestable except for fraud or
misrepresentation (including negligent
misrepresentation) of which the lender
or holder has actual knowledge,
participates in, or condones. A note
which provides for the payment of
interest on interest shall not be
guaranteed and any Loan Note
Guarantee or Assignment Guarantee
Agreement attached to, or relating to, a
note which provides for payment of
interest on interest is void. The
guarantee and right to require purchase
will be directly enforceable by the
holder notwithstanding any fraud,
misrepresentation, or any
unenforceability of the Loan Note
Guarantee. The Loan Note Guarantee
will not be enforceable by the lender to
the extent any loss is occasioned by
violation of usury laws, negligent
servicing, or failure to obtain the
required security regardless of the time

at which the Agency acquires
knowledge of the foregoing. Any losses
occasioned will not be enforceable by
the lender to the extent that loan funds
are used for purposes other than those
specifically approved by the Agency in
its Conditional Commitment for
Guarantee. Negligent servicing is
defined as the failure to perform those
services which a reasonably prudent
lender would perform in servicing its
own portfolio of loans that are not
guaranteed. The term includes not only
the concept of a failure to act but also
not acting in a timely manner, acting in
a manner contrary to the manner in
which a reasonably prudent lender
would act up to the time of loan
maturity, or until a final loss is paid.
The Loan Note Guarantee or Assignment
Guarantee Agreement in the hands of a
holder shall not cover interest accruing
90 days after the holder has demanded
repurchase by the lender, nor shall the
Loan Note Guarantee or Assignment
Guarantee Agreement in the hands of a
holder cover interest accruing 90 days
after the lender or Agency has requested
the holder to surrender the evidence of
debt for repurchase.

§1980.804 Conditions of Guarantee.

A loan guarantee under this part will
be evidenced by a Loan Note Guarantee
issued by the Agency. Each lender will
also execute a Lender’s Agreement. The
provisions of this subpart in effect at the
issuance of the Loan Note Guarantee
and execution of the Lender’s
Agreement will control the Loan Note
Guarantee or Lender’s Agreement.

(a) The entire loan will be secured by
the same security with equal lien
priority for the guaranteed and non-
guaranteed portions of the loan. The
non-guaranteed portion of the loan will
not be paid first nor given any
preference or priority over the
guaranteed portion.

(b) The lender will be responsible for
servicing the entire loan and will
remain mortgagee or secured party of
record notwithstanding the fact that
another party may hold a portion of the
loan.

(c) When a guaranteed portion of a
loan is sold to a holder, the holder shall
have all rights of the lender under the
Loan Note Guarantee to the extent of the
portion purchased. The lender will
remain bound by all the obligations
under the Loan Note Guarantee,
Lender’s Agreement, and Agency
program regulations. A guarantee and
right to require purchase will be directly
enforceable by a holder notwithstanding
any fraud or misrepresentation by the
lender or any unenforceability of the
guarantee by the lender, except for fraud

or misrepresentation of which the
holder had actual knowledge at the
time. If the Agency makes a payment to
a holder, then the lender must
reimburse the Agency.

(d) A lender will receive all payments
of principal and interest on the account
of the entire loan and will promptly
remit to each holder a pro rata share,
less any lender servicing fee.

(e) The lender may retain all of the
unguaranteed portion of the loan or may
sell part of the unguaranteed portion of
the loan through participation.
However, the lender is required to retain
5 percent of the loan amount from the
unguaranteed portion in their portfolio.

§81980.805—1980.807 [Reserved]

§1980.808 Access to lender’s records.

Upon request by the Agency, the
lender will permit representatives of the
Agency (or other agencies of the U.S.
Department of Agriculture authorized
by that Department) to inspect and make
copies of any of the records of the
lender pertaining to the guaranteed
loans. Such inspection and copying may
be made during regular office hours of
the lender or at any other time the
lender and the Agency agree upon.

§1980.809 Environmental requirements.

Requirements for an environmental
review or mitigation actions are
contained in part 1940, subpart G, of
this chapter. The lender must assist the
Agency to ensure that the borrower
complies with any mitigation measures
required by the Agency’s environmental
review for the purpose of avoiding or
reducing the adverse environmental
impact of construction or operations of
the facility financed with the guaranteed
loan.

§§1980.810—1980.811 [Reserved]

§1980.812 Inspections.

The lender will notify the Agency of
any scheduled field inspections during
construction and after issuance of the
Loan Note Guarantee. The Agency may
attend such field inspections. Any
inspections or review conducted by the
Agency, including those with the
lender, are for the benefit of the Agency
only and not for other parties of interest.
Agency inspections do not relieve any
parties of interest of their
responsibilities to conduct necessary
inspections.

§1980.813 Appeals.

Only the borrower, lender, or holder
can appeal an Agency decision. In cases
where the Agency has denied or
reduced the amount of final loss
payment to the lender, the adverse
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decision may be appealed only by the
lender. A decision by a lender adverse
to the interest of the borrower is not a
decision by the Agency, whether or not
concurred in by the Agency. Appeals
will be handled in accordance with the
regulations of the National Appeals
Division, U.S. Department of
Agriculture, published at 7 CFR part 11.

§81980.814—1980.816 [Reserved]

§1980.817 Exception authority.

The appropriate Agency
Administrator may, in individual cases,
make an exception to any requirement
or provision of this subpart or address
any omission of this subpart provided
the Administrator determines that
application of the requirement, or
provision, or failure to take action in the
case of an omission would adversely
affect the Government’s financial
interest. Requests for exceptions must
be in writing by the State Director.

§8980.818—1980.819 [Reserved]

§1980.820 Eligibility.

(a) The Agency must determine that
the borrower is unable to obtain the
required credit without the loan
guarantee from private, commercial, or
cooperative sources at reasonable rates
and terms for loans for similar purposes
and period of time. This determination
shall become a part of the Agency
casefile. The Agency should also
determine if an outstanding judgment
obtained by the United States in a
Federal Court (other than the U.S. Tax
Court) has been entered against the
borrower or if the borrower has an
outstanding debt with any Federal
agency that is in a delinquent status.
Such judgment or delinquency shall
cause the potential borrower to be
ineligible to receive a loan guarantee
until the judgment is paid in full or
otherwise satisfied or the delinquency is
cured.

(b) Legal authority and responsibility.
(1) Each borrower must have, or will
obtain, the legal authority necessary to
construct, operate, and maintain the
proposed facility and services. They
must also must have legal authority for
obtaining security and repaying the
proposed loan.

(2) The borrower shall be responsible
for operating, maintaining, managing
the facility and services, and providing
for the continued availability and use of
the facility and services at reasonable
rates and terms.

(i) These responsibilities must be
exercised by the borrower even though
the facility may be operated,
maintained, or managed by a third party

under contract, management agreement,
or written lease.

(ii) Leases may only be used when
this is the only feasible way to provide
the service, is the customary practice to
provide such service in the State, and
must provide for the borrower’s
management control of the facility.

(iii) Contracts, management
agreements, or leases must not contain
options or other provisions for transfer
of ownership.

(3) The lender is responsible for
reviewing any contracts, management
agreements, or leases to determine that
they will not adversely impact the
borrower’s repayment ability or the
security value of the guaranteed loan.

(c) Borrower. (1) A public body such
as a municipality, county, district,
authority, or other political subdivision
of a State located in a rural area.

(2) An organization operated on a not-
for-profit basis such as an association,
cooperative, or private corporation.
Borrowers organized under the general
profit corporation laws may be eligible
if they actually will be operated on a
not-for-profit basis under their charter.
Single member corporations or
corporations owned or substantially
controlled by other corporations or
associations are not eligible
organizations. Before a loan is made to
a borrower other than a public body, the
articles of incorporation or the loan
agreement will include a condition
similar to the following:

If the corporation dissolves or ceases to
perform the community facility objectives
and functions, the board of directors shall
distribute all business property and assets to
one or more nonprofit corporations or public
bodies. This distribution must be approved
by 75 percent of the users or members and
must serve the public welfare of the
community. The assets may not be
distributed to any members, directors,
stockholders, or others having financial or
managerial interest in the corporation.
Nothing herein shall prohibit the corporation
from paying its debts.

(3) A non-public body essential
community facility borrower (other than
utility-type) must have significant ties
with the local rural community. Such
ties are necessary to ensure to the
greatest extent possible that a facility
under private control will carry out a
public purpose and continue to
primarily serve rural areas. Ties may be
evidenced by items such as:

(i) Association with, or controlled by,
a local public body or bodies or broadly
based ownership and controlled by
members of the community.

(ii) Substantial public funding
through taxes, revenue bonds, or other
local government sources, or substantial

voluntary community funding such as
would be obtained through a
community-wide funding campaign.

(4) Indian tribes on Federal and State
reservations and other federally
recognized Indian tribes.

(d) Facilities must be located in rural
areas, except:

(1) For utility-type services such as
water, sewer, natural gas, or
hydroelectric serving both rural and
non-rural areas. In such cases, Agency
funds may be used to finance only that
portion serving rural areas, regardless of
facility location.

(2) Telecommunication projects. The
part of the facility located in a non-rural
area must be necessary to provide the
essential services to rural areas.

(e) All facilities financed under the
provisions of this subpart shall be for
public use.

(1) Facilities will be installed to serve
any user within the service area who
desires service and can be feasibly and
legally served.

(2) In no case will boundaries for the
proposed service area be chosen in such
a way that any user or area will be
excluded because of race, color,
religion, sex, marital status, age,
handicap, or national origin. This does
not preclude:

(i) Financing or constructing projects
in phases when it is not practical to
finance or construct the entire project at
one time, and

(i) Financing or constructing facilities
where it is not economically feasible to
serve the entire area, provided economic
feasibility is determined on the basis of
the entire system or facilities and not by
considering the cost of separate
extensions to, or parts thereof.
Additionally, the borrower must
publicly announce a plan for extending
service to areas not initially receiving
service. Also, the borrower must
provide written notice to potential users
located in the areas not to be initially
served.

(3) The lender will determine that,
when feasible and legally possible,
inequities within the proposed project’s
service area for the same type service
proposed (i.e., water or waste disposal)
will be remedied by the owner on, or
before, completion of the project.
Inequities are defined as unjustified
variations in availability, adequacy, or
quality of service. User rate schedules
for portions of existing systems or
facilities that were developed under
different financing rates, terms, or
conditions do not necessarily constitute
inequities.
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§1980.821 Priorities.

The Agency will publish a project
selection guide for administrative use.
This guide will include items and
conditions which must be considered in
selecting preapplications for further
development. Copies of this project
selection guide will be available in any
Agency office. When ranking eligible
preapplications for consideration for
limited funds, Agency officials must
consider the priority items met by each
preapplication and the degree to which
those priorities are met. The project
selection guide may change from time to
time but preapplication and application
will be evaluated in accordance with the
project selection guide in existence at
the time the preapplication is
submitted.

(a) The preapplication (and
supporting information submitted with
it) will be used to determine the
proposed project’s priority for available
funds.

(b) Those lenders with eligible lower-
scoring preapplications which cannot be
funded within the foreseeable future
should be notified that funds are not
available and asked if they wish to have
their preapplication maintained in an
active file for future consideration.
Lenders whose preapplications are
found to be ineligible will be advised.

(c) After completing the review, the
Agency will normally select the
preapplications with the highest scores
for further processing. The Agency may
select a lower-scoring preapplication for
processing when an eligible, high-
scoring preapplication:

(1) Requires more than 25 percent of
the State allocation, or

(2) Exceeds the remaining State
allocation for the fiscal year, or

(3) Is incomplete in that the lender
has not met the administrative
requirements to develop the loan.
However the higher-scoring
preapplication must be notified and
given an opportunity to revise and
resubmit their proposal. A written
justification must be prepared and
placed in the project file when an
eligible higher-rating preapplication is
not selected for further processing.

(d) The Agency will notify the lender
if an application should be developed.
Applications should be developed
expeditiously following good
management practices. Applications
that are not developed in a reasonable
period of time may be removed from the
State’s active file. Lenders will be
advised when such action is taken.

(e) A cost overrun will receive
consideration for funding before others.

8§980.822—1980.823 [Reserved]

§1980.824 Eligible loan purposes.

(a) Funds may be used to construct,
enlarge, extend, or otherwise improve
water or waste disposal and other
essential community facilities providing
essential service primarily to rural
residents and rural businesses.

(1) Water or waste disposal facilities
include water, sanitary sewerage, solid
waste disposal, and storm wastewater
facilities.

(2) Essential community facilities
include but are not limited to:

(i) Fire, rescue, and public safety,

(ii) Health services,

(iii) Community, social, or cultural
services,

(iv) Transportation facilities such as
streets, roads, and bridges,

(v) Telecommunication equipment,

(vi) Hydroelectric generating facilities
and related connecting systems and
appurtenances only when not eligible
for financing under the authorities of
the Rural Utilities Service. Funds may
not be used to finance other types of
electrical generating or transmitting
facilities,

(vii) Supplemental and supporting
structures for other rural electrification
or telephone systems (including
facilities such as headquarters and office
buildings, storage facilities, and
maintenance shops) only when not
eligible for financing under the
authorities of the Rural Utilities Service,

(viii) Natural gas distribution systems,

(ix) Industrial park sites (but only to
the extent of land acquisition and
necessary site preparation) including
access ways and utility extensions to
and throughout the site. Funds may not
be used in connection with industrial
parks to finance on-site utility systems
or business and industrial buildings,
and

(x) Recreational facilities.

(3) Otherwise improve includes, but is
not limited to, the following:

(i) The purchase of major equipment
(such as solid waste collection trucks,
telecommunication equipment, and X-
ray machines) which will in themselves
provide an essential service to rural
residents;

(if) The purchase of existing facilities,
when necessary, either to improve or to
prevent a loss of service; and

(iii) Payment of tap fees and other
utility connection charges as provided
in utility purchase contracts.

(b) Funds also may be used:

(1) To construct or relocate public
buildings, roads, bridges, fences, or
utilities and to make other public
improvements necessary to the
successful operation or protection of

facilities authorized in paragraphs (a)(1)
and (a)(2) of this section.

(2) To relocate private buildings,
roads, bridges, fences, or utilities, and
other private improvements necessary to
the successful operation or protection of
facilities authorized in paragraph (a) of
this section.

(3) To pay the following expenses (but
only when such expenses are a
necessary part of a loan to finance
facilities authorized in paragraphs (a),
(b)(1), and (b)(2) of this section):

(i) Reasonable fees and costs such as
origination fee, loan guarantee fee, legal,
engineering, architectural, fiscal
advisory, recording, environmental
impact analyses, archaeological surveys,
possible salvage or other mitigation
measures, planning and establishing or
acquiring rights.

(ii) Interest on loans until the facility
is self-supporting, but not for more than
2 years unless a longer period is
approved by the Agency; interest on
loans secured by general obligation
bonds until tax revenues are available
for payment, but not for more than 2
years unless a longer period is approved
by the National Office; and interest on
interim financing.

(iii) Costs of acquiring interest in
land; rights such as water rights, leases,
permits, rights-of-way; and other
evidence of land or water control
necessary for development of the
facility.

(iv) Purchasing or renting equipment
necessary to install, maintain, extend,
protect, operate, or utilize facilities.

(v) Initial operating expenses for a
period ordinarily not exceeding 1 year
when the borrower is unable to pay
such expenses.

(vi) Refinancing debts incurred by, or
on behalf of, a community when all of
the following conditions exist:

(A) The debts being refinanced are
less than 50 percent of the total loan,

(B) The debts were incurred for the
facility or service being financed or any
part thereof (such as interim financing,
construction expenses, etc.), and

(C) Arrangements cannot be made
with the creditors to extend or modify
the terms of the debts so that a sound
basis will exist for making a loan.

(4) To pay obligations for construction
incurred prior to filing a preapplication
and application with the Agency.
Construction work should not be started
(and obligations for such work or
materials should not be incurred) before
the Conditional Commitment for
Guarantee is issued. However, if there
are compelling reasons for proceeding
with construction before the
Conditional Commitment for Guarantee
is issued, lenders may request Agency
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approval to pay such obligations. Such
request must comply with the following:

(i) Provide conclusive evidence that
the contract was entered into without
intent to circumvent the requirements of
Agency regulations.

(ii) Modify the outstanding contract to
conform with the provisions of this
subpart. Where this is not possible,
modifications will be made to the extent
practicable and, as a minimum, the
contract must comply with all State and
local laws and regulations as well as
statutory requirements and executive
orders related to the Agency financing.
When construction is complete and it is
impracticable to modify the contracts,
the borrower and lender must provide
the certification required by paragraph
(b)(5)(iii) of this section.

(iii) Provide a certification by an
engineer or architect that any
construction performed complies fully
with the plans and specifications.

(iv) The borrower and the contractor
must have complied with all statutory
and executive order requirements
related to Agency financing for
construction already performed even
though the requirements may not have
been included in the contract
documents.

§1980.825

Loan funds may not be used to
finance:

(a) Properties to be used for
commercial rental when the borrower
has no control over tenants and services
offered except for industrial-site
development,

(b) Facilities primarily for the purpose
of housing Federal or State agencies,

(c) Community antenna television
services or facilities,

(d) Telephone systems,

(e) Facilities which are not modest in
size, design, and cost,

(f) Finder’s and packager’s fees,

(9) Projects located within the Coastal
Barriers Resource System that do not
qualify for an exception as defined in
section 6 of the Coastal Barriers
Resource Act, Pub. L. 97-348 (available
in any Agency office),

(h) New combined sanitary and storm
water sewer facilities,

(i) Projects located in a special flood
or mudslide hazard area (as designated
by the Federal Insurance Administration
(F1A) of the Department of Housing and
Urban Development) when it is not part
of an approved floodplain area
management plan or flood insurance is
not available.

Ineligible loan purposes.

§1980.826 [Reserved]

§1980.827 Eligible lenders.

(a) Eligible lenders (as defined in this
section) may participate in the loan
guarantee program. These lenders must
be subject to credit examination and
supervision by either an agency of the
United States or a State. A lender must
have the capability to adequately service
loans for which a guarantee is
requested. Eligible lenders are:

(1) Any Federal or State chartered:

(i) Bank, or

(i1) Savings and loan association.

(2) Any mortgage company that is a
part of a bank holding company,

(3) Bank for Cooperatives, National
Rural Utilities Cooperative Finance
Corporation, Farm Credit Bank of the
Federal Land Bank, or other Farm Credit
System institution with direct lending
authority authorized to make loans of
the type guaranteed by this subpart,

(4) An insurance company regulated
by a State or National insurance
regulatory agency,

(5) State Bond Banks and State Bond
Pools, and

(6) Other lenders that possess the
legal powers necessary and incidental to
making and servicing guaranteed loans
involving community development-type
projects. These lenders must also be
subject to credit examination and
supervision by either an agency of the
United States or a State and provide
documentation acceptable to the Agency
that they have the ability to service the
loan. Lenders under this category must
be approved by the National Office prior
to the issuance of the loan guarantee.

(b) When the lender’s officers,
stockholders, directors, or partners
(including their immediate families) or
the borrower, its officers, stockholders,
directors, or partners (including their
immediate families) own, or have
management responsibilities in each
other, the lender must disclose such
business or ownership relationships.
The Agency shall determine if such
relationships are likely to result in a
conflict of interest. This does not
preclude lender officials from being on
the borrower’s board of directors.

§1980.828 Transfer of lenders or
borrowers (prior to issuance of Loan Note
Guarantee)

(a) Prior to issuance of the loan
guarantee, the Agency may approve the
transfer of an outstanding Conditional
Commitment for Guarantee from the
present lender to a new eligible lender,
provided there are:

(1) A letter from the former lender
stating why they do not wish to
continue to be the lender for this
project,

(2) No substantive changes in
ownership or control of the borrower,

(3) No substantive changes in the
borrower’s written plan, scope of work,
or changes in the purpose or intent of
the project,

(4) No substantive changes in the loan
agreement or Conditional Commitment
for Guarantee,

(b) The substitute lender must execute
a new application for loan and
guarantee (available in any Agency
office).

(c) If approved, the Agency will issue
a letter of amendment to the original
Conditional Commitment for Guarantee
reflecting the new lender who will
acknowledge acceptance of the offer in
writing.

(d) Once the Conditional Commitment
for Guarantee is issued, the Agency will
not approve any substitution of
borrowers including changes in the form
of the legal entity. Exceptions to a
change in the legal entity may be
requested by Agency staff from the
Agency’s National Office when the
original borrower is replaced with
substantially the same individuals or
officers with the same interest as
originally approved.

§1980.829 Fees and charges by lender.

(a) The lender may establish the
charges and fees for the loan, provided
they do not exceed those charged other
borrowers for similar types of
transactions. “Similar types of
transactions’” mean those transactions
involving the same type of loan which
a non-guaranteed loan borrower would
be assessed charges and fees.

(b) Late payment charges will not be
covered by the Loan Note Guarantee.
Such charges may not be added to the
principal and interest due under any
guaranteed note. Late payment charges
may be made only if:

(1) They are routinely made by the
lender in all types of loan transactions.
(2) Payment has not been received
within the customary timeframe

allowed by the lender.

(3) The lender agrees with the
borrower, in writing, that the rate or
method of calculating the late payment
charges will not be changed to increase
charges while the Loan Note Guarantee
is in effect.

(c) The guaranteed loan fee will be the
applicable guarantee fee rate multiplied
by the principal loan amount multiplied
by the percent of guarantee. The one-
time guarantee fee is paid when the
Loan Note Guarantee is issued.

(1) The fee will be paid to the Agency
by the lender and is nonreturnable. The
lender may pass the fee to the borrower.

(2) The guarantee fee rates are
available in any Agency office.
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§1980.830 Loan guarantee limitations.

The percentage of guarantee, up to the
maximum allowed by this section, is a
matter for negotiation between the
lender and the Agency.

(a) The maximum allowable guarantee
will be 90 percent.

(b) The lender will retain a minimum
of 5 percent of the total guaranteed loan
amount. The retained amount must be
from the unguaranteed portion of the
loan and cannot be participated to
another lender.

§§1980.831-1980.832

§1980.833 Interest rates.

(a) Rates will be negotiated between
the lender and the borrower. They may
be either fixed or variable rates. Interest
rates will be those rates customarily
charged borrowers in similar
circumstances in the ordinary course of
business and are subject to Agency
review and approval.

(b) A variable interest rate must be
tied to a base rate published
periodically in a recognized national or
regional financial publication
specifically agreed to by the lender and
borrower. Such an agreement must be
documented in the borrower or lender
loan agreement.

(1) Interest rate caps and incremental
adjustment limitations will also be
negotiated between the lender and the
borrower. Notice of any interest rate
change proposed by the lender should
allow a sufficient time period for the
borrower to obtain any required State or
other regulatory approval and to
implement any user rate adjustments
necessary as a result of the interest rate
change. The intervals between interest
rate adjustments will be specified in the
loan agreement (but not more often than
quarterly).

(2) The lender must incorporate
within the variable rate note, the
provision for adjustment of payments
coincident with an interest rate
adjustment. This will ensure the
outstanding principal balance is
properly amortized within the
prescribed loan maturity and eliminate
the possibility of a balloon payment at
the end of the loan.

(c) Any change in the interest rate
between the date of issuance of the
Conditional Commitment for Guarantee
and before the issuance of the Loan Note
Guarantee must be approved by the
Agency. Approval of such change will
be shown on an amendment to the
Conditional Commitment for Guarantee.

(d) It is permissible to have one
interest rate on the guaranteed portion
of the loan and another interest rate on
the unguaranteed portion of the loan,

[Reserved]

provided the lender and borrower agree,
and:

(1) The rate on the unguaranteed
portion does not exceed that currently
being charged on loans for similar
purposes to borrowers under similar
circumstances; and,

(2) The rate on the guaranteed portion
of the loan will not exceed the rate on
the unguaranteed portion.

(e) When multi-rates are used, the
lender will provide the Agency with the
overall effective interest rate for the
entire loan. Multi-rate loans may be
either fixed, variable, or a combination
of fixed and variable. When a
combination of fixed and variable
interest rates are used, the interest rate
for the unguaranteed portion will not be
lower than the guaranteed portion of the
loan.

§1980.834 Terms of loan repayment.

(a) Principal and interest on the loan
will be due and payable as provided in
the note except, any interest accrued as
the result of the borrower’s default on
the guaranteed loan over and above that
which would have accrued at the note
rate on the guaranteed loan will not be
guaranteed by the Agency. The lender
will structure repayments as established
in the loan agreement between the
lender and borrower. Ordinarily, such
installments will be scheduled for
payment as agreed upon by the lender
and borrower on terms that reasonably
ensure repayment of the loan. However,
the first installment to include a
repayment of principal may be
scheduled for payment after the project
is operable and has begun to generate
income. Such installment must be due
and payable within 3 years from the
date of the note and at least annually
thereafter. Interest will be due at least
annually from the date of the note.
Monthly payments will be required
except for borrowers with income
limited to less frequent intervals.

(b) The maximum time allowable for
final maturity for a guaranteed CP loan
will be limited to the useful life of the
facility, not to exceed 40 years.

(c) The principal balance should be
properly amortized within the
prescribed loan maturity. Balloon
payments at the end of the loan are
prohibited.

§§1980.835-1980.836

§1980.837 Insurance and fidelity bonds.

The lender must provide evidence
that the borrower has adequate
insurance and fidelity bond coverage by
loan closing or start of construction,
whichever occurs first. Adequate
coverage must be maintained for the life

[Reserved]

of the loan and is subject to Agency
review and approval.

8§1980.838-1980.839 [Reserved]

§1980.840 Equal opportunity and Fair
Housing Act requirements.

(a) The lender will comply with the
requirements of title V of the Equal
Credit Opportunity Act (Pub. L. 93—
495). See the Federal Reserve Board
Regulation, 12 CFR part 202.

(b) Certain housing-related projects
such as nursing homes, group homes, or
assisted-living facilities must comply
with the requirements of the Fair
Housing Amendment Act of 1988 (Pub.
L. 100-430). This includes completion
of an Affirmative Fair Housing
Marketing Plan and compliance with
the Housing and Urban Development
accessibility guidelines except for areas
open to the public which are covered by
the Americans with Disabilities Act
(Pub. L. 101-336). The lender will
determine that the borrower has a valid
plan in effect at all times.

§1980.841 [Reserved]

§1980.842 Design and construction
requireme