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Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2000-NM-59-AD; Amendment
39-11606; AD 2000-04-23]

RIN 2120-AA64

Airworthiness Directives; Dornier
Model 328-100 and —300 Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that is
applicable to certain Dornier Model
328-100 and —300 series airplanes. This
action requires repetitive inspections to
detect cracking of the trailing edge of
the rudder spring tab, and follow-on
actions, if necessary. For certain
airplanes, this action provides for
optional terminating action for the
repetitive inspections. This amendment
is prompted by issuance of mandatory
continuing airworthiness information by
a foreign civil airworthiness authority.
The actions specified in this AD are
intended to prevent cracking of the
rudder spring tab, which could result in
reduced flutter margin and consequent
loss of control of the airplane.

DATES: Effective March 22, 2000.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of March 22,
2000.

Comments for inclusion in the Rules
Docket must be received on or before
April 6, 2000.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,

Attention: Rules Docket No. 2000-NM-
59—AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—-4056.

The service information referenced in
this AD may be obtained from Fairchild
Dornier, Dornier Luftfahrt GmbH, P.O.
Box 1103, D-82230 Wessling, Germany.
This information may be examined at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW.,
Renton, Washington; or at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.
FOR FURTHER INFORMATION CONTACT:
Norman B. Martenson, Manager,
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055—4056; telephone (425) 227-2110;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION: The
Luftfahrt-Bundesamt (LBA), which is
the airworthiness authority for
Germany, notified the FAA that an
unsafe condition may exist on certain
Dornier Model 328-100 and —300 series
airplanes. The LBA advises that it has
received a report of 14 cracked rudder
spring tabs found during production.
Investigation conducted by the
manufacturer revealed that the source of
the cracks was the shape of the spring
tab mold. When the mold was closed
during production, layers of the spring
tab at the trailing edge were partially
exposed and subsequently improperly
ground off in the paint shop, destroying
one or more layers of the trailing edge.
Further investigation by the
manufacturer indicated that a spring tab
having a crack longer than 750
millimeters would have so little
stiffness that the spring tab could flutter.
This condition, if not corrected, could
result in loss of control of the airplane.

Explanation of Relevant Service
Information

Dornier has issued Alert Service
Bulletins ASB—-328-55-028 (for Model
328-100 series airplanes) and ASB—
328]-55—-002 (for Model 328-300 series
airplanes), both dated October 29, 1999.
These alert service bulletins describe
procedures for an initial detailed visual
inspection to detect cracking of a 2-inch
length of the trailing edge of the rudder
spring tab. Follow-on actions for a
crack-free spring tab include the
installation of high-speed tape on the
trailing edge, repetitive visual checks of
the tape to detect discrepancies

(improper seat and damage), and
replacement of discrepant tape with
new tape. Corrective actions for a
cracked spring tab include replacement
with a new spring tab. These alert
service bulletins further describe
procedures for subsequent, more
extensive, repetitive detailed visual
inspections to detect cracking of the
trailing edge of the rudder spring tab,
and replacement of any cracked spring
tab with a new spring tab.

The LBA classified these service
bulletins as mandatory and issued
German airworthiness directives 2000—
002 (for Model 328-100 series airplanes)
and 2000-001 (for Model 328—-300 series
airplanes), both dated January 13, 2000,
in order to ensure the continued
airworthiness of these airplanes in
Germany.

Dornier has also issued Service
Bulletin SB-328-55-307, dated
December 1, 1999, which describes
procedures for a one-time pressure test
inspection, and permanent repair of any
cracked spring tab. Accomplishment of
these actions would eliminate the need
for the repetitive inspections specified
by Dornier Alert Service Bulletin ASB—
328-55-028.

FAA'’s Conclusions

These airplane models are
manufactured in Germany and are type
certificated for operation in the United
States under the provisions of § 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.

Explanation of Requirements of Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, this AD is being issued to
prevent cracking of the rudder spring
tab, which could result in reduced
flutter margin and consequent reduced
structural integrity and loss of control of
the airplane. This AD requires
accomplishment of the actions specified
in the alert service bulletins described
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previously, except as discussed below.
For Model 328-100 series airplanes, this
AD also provides for an optional repair,
which, if accomplished, would
terminate the repetitive inspection
requirement.

Differences Between the Rule and
Relevant Service Information

Operators should note that, unlike the
procedures described in the alert service
bulletins, this AD does not permit
further flight if any cracking is detected
in the spring tab. The FAA has
determined that, because of the safety
implications and consequences
associated with such cracking, any
subject spring tab that is found to be
cracked must be replaced prior to
further flight.

Whereas this AD provides for optional
terminating action for Model 328-100
series airplanes, German airworthiness
directive 2000-002 offers no such
provision. However, the FAA has since
been advised by the LBA and Dornier
that terminating action is available for
Model 328-100 series airplanes.
Therefore, the FAA has determined that,
for these airplanes, accomplishment of
the pressure test inspection, and
permanent repair of any cracked spring
tab, as specified by Dornier Service
Bulletin SB-328-55-307, dated
December 1, 1999, is acceptable for
terminating action for the repetitive
inspections specified by Alert Service
Bulletin ASB-328-55-028.

The alert service bulletins recommend
that the tape checks be repeated at every
line check and that the repetitive
detailed visual inspection be repeated at
every A-check; however, the repetitive
intervals required by this AD are
specified in terms of flight hours or
days, which generally correspond to
operators’ line check and A-check
schedules. The FAA has determined
that the required repetitive intervals
represent the maximum interval of time
allowable for the affected airplanes to
continue to operate, prior to
accomplishing the required inspections,
without compromising safety. Because
maintenance schedules may vary from
operator to operator, there would be no
assurance that inspections
accomplished according to a particular
operator’s line check or A-check
schedule would be accomplished during
the maximum allowable intervals.

Interim Action

This is considered to be interim
action for Model 328-300 series
airplanes. The manufacturer has advised
that it currently is developing
procedures that will positively address
the unsafe condition addressed by this

AD for these airplanes. Once these
procedures are developed, approved,
and available, the FAA may consider
additional rulemaking.

Determination of Rule’s Effective Date

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

Comments Invited

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

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

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this rule must
submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2000-NM-59-AD.” The
postcard will be date stamped and
returned to the commenter.

Regulatory Impact

The regulations adopted herein will
not have a substantial direct effect on
the States, on the relationship between
the national Government and the States,
or on the distribution of power and
responsibilities among the various
levels of government. Therefore, it is

determined that this final rule does not
have federalism implications under
Executive Order 13132.

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

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

2000-04-23 Dornier Luftfahrt GMBH:
Amendment 39-11606. Docket 2000—
NM-59-AD.

Applicability: Model 328—-100 series
airplanes, serial numbers 3005 through 3119
inclusive; and Model 328-300 series
airplanes, serial numbers 3108 through 3123
inclusive, and 3125 through 3128 inclusive;
certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (e) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
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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 cracking of the rudder spring
tab, which could result in reduced flutter
margin and consequent loss of control of the
airplane, accomplish the following:

Initial Inspection

(a) Within 14 days after the effective date
of this AD, perform a detailed visual
inspection to detect cracking of the trailing
edge of the rudder spring tab, in accordance
with Figure 1 of Dornier Alert Service
Bulletin ASB—328-55-028 (for Model 328—
100 series airplanes) or ASB—328]-55—002
(for Model 328-300 series airplanes), both
dated October 29, 1999; as applicable.

(1) If no crack is detected, accomplish the
actions specified by paragraphs (a)(1)(i) and
(a)(1)(ii) of this AD.

(i) Prior to further flight, install high-speed
tape on the trailing edge, in accordance with
the applicable alert service bulletin.

(ii) Within 60 flight hours or 15 days after
installation of the tape, whichever occurs
first, perform a general visual inspection to
detect discrepancies of the tape (including
improper seat and damage), in accordance
with the applicable alert service bulletin.

(A) If no discrepancy is found, repeat the
general visual inspection of the tape
thereafter at intervals not to exceed 60 flight
hours or 15 days, whichever occurs first,
until the requirements of paragraph (b) of this
AD have been accomplished.

(B) If any discrepancy is found, prior to
further flight, replace the tape with new tape,
and repeat the general visual inspection of
the tape thereafter at intervals not to exceed
60 flight hours or 15 days, whichever occurs
first, until the requirements of paragraph (b)
of this AD have been accomplished.

(2) If any crack is detected, prior to further
flight, replace the spring tab with a new
spring tab, in accordance with the applicable
alert service bulletin.

Note 2: For the purposes of this AD, a
detailed visual inspection is defined as: “An
intensive visual examination of a specific
structural area, system, installation, or
assembly to detect damage, failure, or
irregularity. Available lighting is normally
supplemented with a direct source of good
lighting at intensity deemed appropriate by
the inspector. Inspection aids such as mirror,
magnifying lenses, etc., may be used. Surface
cleaning and elaborate access procedures
may be required.”

Note 3: For the purposes of this AD, a
general visual inspection is defined as: “A
visual examination of an interior or exterior
area, installation, or assembly to detect
obvious damage, failure, or irregularity. This
level of inspection is made under normally
available lighting conditions such as
daylight, hangar lighting, flashlight, or drop-
light, and may require removal or opening of
access panels or doors. Stands, ladders, or
platforms may be required to gain proximity
to the area being checked.”

Repetitive Inspection

(b) Within 400 flight hours after the
effective date of this AD; or within 400 flight
hours after tab replacement in accordance
with paragraph (a)(2) of this AD, if required;
whichever occurs later: Perform a detailed
visual inspection to detect cracking of the
trailing edge of the rudder spring tab, in
accordance with Figure 2 of Dornier Alert
Service Bulletin ASB—328-55-028 (for Model
328-100 series airplanes) or ASB—328]-55—
002 (for Model 328-300 series airplanes),
both dated October 29, 1999; as applicable.
Accomplishment of the requirements of this
paragraph within the compliance time
required for paragraph (a) of this AD
constitutes terminating action for the
requirements of paragraph (a) of this AD.

(1) If no crack is detected, repeat the
detailed visual inspection required by
paragraph (b) of this AD at intervals not to
exceed 400 flight hours.

(2) If any crack is detected, prior to further
flight, replace the spring tab with a new
spring tab, in accordance with the applicable
alert service bulletin. Thereafter, repeat the
detailed visual inspection required by
paragraph (b) of this AD at intervals not to
exceed 400 flight hours.

Optional Terminating Action

(c) For Model 328-100 series airplanes:
Accomplishment of the pressure test
inspection of the spring tab, and applicable
corrective actions, in accordance with
Dornier Service Bulletin SB—328-55-307,
dated December 1, 1999, constitutes
terminating action for the requirements of
paragraphs (a) and (b) of this AD.

Spares

(d) As of the effective date of this AD, no
person shall install on any airplane a spring
tab, part number (P/N) 001A554A1706—000
(for Model 328-100 series airplanes) or P/N
001A554A1706—-000 (for Model 328-300
series airplanes), unless that spring tab has
been inspected in accordance with the
requirements of this AD.

Alternative Methods of Compliance

(e) 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,
International Branch, ANM-116, FAA,
Transport Airplane Directorate. Operators
shall submit their requests through an
appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, International Branch,
ANM-116.

Note 4: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the International Branch,
ANM-116.

Special Flight Permits

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

Incorporation by Reference

(g) The actions shall be done in accordance
with Dornier Alert Service Bulletin ASB—
328-55—-028 (for Model 328-100 series
airplanes), dated October 29, 1999; or Dornier
Alert Service Bulletin ASB-328]-55-002 (for
Model 328-300 series airplanes), dated
October 29, 1999. This incorporation by
reference was approved by the Director of the
Federal Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. Copies may be
obtained from Fairchild Dornier, Dornier
Luftfahrt GmbH, P.O. Box 1103, D-82230
Wessling, Germany. Copies may be inspected
at the FAA, Transport Airplane Directorate,
1601 Lind Avenue, SW., Renton,
Washington; or at the Office of the Federal
Register, 800 North Capitol Street, NW., suite
700, Washington, DC.

Note 5: The subject of this AD is addressed
in German airworthiness directives 2000-002
(for Model 328-100 series airplanes) and
2000-001 (for Model 328-300 series
airplanes), both dated January 13, 2000.

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

Issued in Renton, Washington, on February
24, 2000.
Donald L. Riggin,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 00-4930 Filed 3-6-00; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2000-NM-67—AD; Amendment
39-11618; AD 2000-05-09]

RIN 2120-AA64

Airworthiness Directives; Boeing
Model 757-200, —200PF, and —200CB
Series Airplanes Powered by Rolls-
Royce RB211-535C/E4/E4B Turbofan
Engines

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This amendment supersedes
an existing airworthiness directive (AD),
applicable to certain Boeing Model 757—
200, —200PF, and —200CB series
airplanes, that currently requires
repetitive inspections of the engine
thrust control cable system to detect
discrepancies of the wire rope, fittings,
and pulleys; and replacement, if
necessary. That AD also requires a one-
time inspection to determine the part
number of certain pulleys, and
replacement of existing pulleys with
new pulleys, if necessary; and
modification of the engine thrust control
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cable installation. This new action
corrects a certain part number. This AD
is prompted by reports of failure of
certain engine thrust control cables. The
actions specified by this AD are
intended to prevent failure of certain
engine thrust control cables, which
could result in a severe asymmetric
thrust condition during landing, and
consequent reduced controllability of
the airplane.

DATES: Effective March 22, 2000.

The incorporation by reference of
certain publications, as listed in the
regulations, was approved previously by
the Director of the Federal Register as of
February 7, 2000 (65 FR 1, January 3,
2000).

Comments for inclusion in the Rules
Docket must be received on or before
May 8, 2000.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2000-NM-—
67—AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.

The service information referenced in
this AD may be obtained from Boeing
Commercial Airplane Group, P.O. Box
3707, Seattle, Washington 98124-2207.
This information may be examined at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW.,
Renton, Washington; or at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.
FOR FURTHER INFORMATION CONTACT:
Kathrine Rask, Aerospace Engineer,
Propulsion Branch, ANM-140S, FAA,
Transport Airplane Directorate, Seattle
Aircraft Certification Office, 1601 Lind
Avenue, SW., Renton, Washington
98055—4056; telephone (425) 227-1547;
fax (425) 227-1181.

SUPPLEMENTARY INFORMATION: On
December 22, 1999, the FAA issued AD
99—-27-06, amendment 39-11487 (65 FR
1, January 3, 2000), applicable to certain
Boeing Model 757-200, —200PF, and
—200CB series airplanes, to require
repetitive inspections of the engine
thrust control cable system to detect
discrepancies of the wire rope, fittings,
and pulleys; and replacement, if
necessary. That AD also requires a one-
time inspection to determine the part
number of certain pulleys and
replacement of existing pulleys with
new pulleys, if necessary; and
modification of the engine thrust control
cable installation. That action was
prompted by reports of failure of certain
engine thrust control cables. The actions
required by that AD are intended to
prevent failure of certain engine thrust
control cables, which could result in a

severe asymmetric thrust condition
during landing, and consequent reduced
controllability of the airplane.

Actions Since Issuance of Previous Rule

Since the issuance of that AD, the
FAA has determined that a
typographical error in paragraph (b) of
AD 99-27-06 identified part number (P/
N) BAC30M4 as a part number for the
thrust control cable pulleys. However,
as referenced in the preamble of the
final rule, BACP30M4 is the correct P/
N for the pulleys, as P/N BAC30M4 does
not exist. In all other respects, the
original document is correct.

Explanation of Requirements of Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of this same
type design, this AD supersedes AD 99—
27-06 to continue to require repetitive
inspections of the engine thrust control
cable system to detect discrepancies of
the wire rope, fittings, and pulleys; and
replacement, if necessary. This AD also
continues to require a one-time
inspection to determine the part number
of certain pulleys, and replacement of
existing pulleys with new pulleys, if
necessary; and modification of the
engine thrust control cable installation.

Determination of Rule’s Effective Date

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

Comments Invited

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

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

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this rule must
submit a self-addressed, stamped
postcard on which the following
statement is made: ‘“‘Comments to
Docket Number 2000-NM-67—AD.” The
postcard will be date stamped and
returned to the commenter.

Regulatory Impact

The regulations adopted herein will
not have a substantial direct effect on
the States, on the relationship between
the national Government and the States,
or on the distribution of power and
responsibilities among the various
levels of government. Therefore, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

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

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

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

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

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

§39.13 [Amended]

2. Section 39.13 is amended by
removing amendment 39-11487 (65 FR
1, January 3, 2000) and by adding a new
airworthiness directive (AD),
amendment 39-11618, to read as
follows:

2000-05-09 Boeing: Amendment 39-11618.
Docket 2000-NM-67-AD. Supersedes
AD 99-27-06, Amendment 39-11487.

Applicability: Model 757-200, —200PF, and
—200CB series airplanes powered by Rolls-
Royce RB211-535C/E4/E4B turbofan engines,
certificated in any category.

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

Compliance: Required as indicated, unless
accomplished previously.

To prevent engine thrust control cable
failure, which could result in a severe
asymmetric thrust condition during landing,
and consequent reduced controllability of the
airplane, accomplish the following:

Inspections and Corrective Actions

(a) Within 24 months or 6,000 flight hours
after February 7, 2000 (the effective date of
AD 99-27-06, amendment 39-11487),
whichever occurs first: Accomplish the
“Thrust Control Cable Inspection Procedure”
specified in Appendix 1. (including Figure 1)
of this AD to verify the integrity of the thrust
control cables. Prior to further flight, repair
any discrepancy found in accordance with
the procedures described in the Boeing 757
Maintenance Manual. Repeat the inspection
thereafter at intervals not to exceed 24
months or 6,000 flight hours, whichever
occurs first.

(b) For airplanes having line numbers 1
through 636 inclusive: Within 24 months or
6,000 flight hours after February 7, 2000,
whichever occurs first, perform a one-time
inspection of the 8 engine thrust control
cable pulleys in the struts (4 in each strut)
to determine the part number (P/N) of each
pulley. If any pulley having P/N 65B80977—
1 or BACP30M4 is installed, prior to further
flight, replace it with a pulley having P/N
255T1232-7, in accordance with the
procedures described in the Boeing 757
Airplane Maintenance Manual.

Note 2: The location of the pulleys to be
inspected in accordance with paragraph (b)
of this AD is specified in Chapters 53—-11-53—
04, 76—-11-52-01, and 76—11-52-02 of the
Boeing 757 Illustrated Parts Catalog.

Modifications

(c) For airplanes identified in Boeing
Service Bulletin 757-76-1, dated May 18,
1984: Within 24 months or 6,000 flight hours
after February 7, 2000, whichever occurs
first, remove the guide bracket of the engine
thrust control cable located on the front spar
of the right wing, in accordance with the
service bulletin.

(d) For airplanes identified in Boeing
Service Bulletin 757-76—-0005, dated May 5,
1988: Within 24 months or 6,000 flight hours
after February 7, 2000, whichever occurs
first, remove the engine thrust control cable
breakaway stop assemblies, and replace
sections of the engine thrust control cables
with smaller diameter cables in accordance
with the service bulletin.

(e) For airplanes identified in Boeing
Service Bulletin 757—-30A0018, Revision 2,
dated September 9, 1999: Within 60 days
after February 7, 2000, install a support
bracket assembly between the window heat
wire bundle and the engine thrust control
cable; and adjust the wire bundle clearance,
as necessary, to parallel the minimum
clearance specified in Boeing Alert Service
Bulletin 757—-30A0018, Revision 1, dated
September 17, 1998; or Boeing Service
Bulletin 757-30A0018, Revision 2, dated
September 9, 1999.

Alternative Method of Compliance

(f) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Seattle
Aircraft Certification Office (ACO), FAA,
Transport Airplane Directorate. Operators
shall submit their requests through an
appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, Seattle ACO.

Note 3: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Seattle ACO.

Special Flight Permits

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

Incorporation by Reference

(h) Except as provided by paragraphs (a)
and (b) of this AD, the modifications shall be
done in accordance with Boeing Service
Bulletin 757-76-1, dated May 18, 1984;
Boeing Service Bulletin 757-76—0005, dated
May 5, 1988; Boeing Alert Service Bulletin
757—-30A0018, Revision 1, dated September
17, 1998; and Boeing Service Bulletin 757—
30A0018, Revision 2, dated September 9,
1999. This incorporation by reference was
approved previously by the Director of the
Federal Register as of February 7, 2000 (65
FR 1, January 3, 2000). Copies may be

obtained from Boeing Commercial Airplane
Group, P.O. Box 3707, Seattle, Washington
98124-2207. Copies may be inspected at the
FAA, Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington; or at
the Office of the Federal Register, 800 North
Capitol Street, NW., suite 700, Washington,
DC.

(i) This amendment becomes effective on
March 22, 2000.

Appendix 1.—Thrust Control Cable
Inspection Procedure

1. General

A. Clean the cables, if necessary, for the
inspection, in accordance with Boeing 757
Maintenance Manual 12-21-31.

B. Use these procedures to verify the
integrity of the thrust control cable system.
The procedures must be performed along the
entire cable run for each engine. To ensure
verification of the portions of the cables
which are in contact with pulleys and
quadrants, the thrust control must be moved
by operation of the thrust and/or the reverse
thrust levers to expose those portions of the
cables.

C. The first task is an inspection of the
control cable wire rope. The second task is
an inspection of the control cable fittings.
The third task is an inspection of the pulleys.

Note: These three tasks may be performed
concurrently at one location of the cable
system on the airplane, if desired, for
convenience.

2. Inspection of the Control Cable Wire Rope

A. Perform a detailed visual inspection to
ensure that the cable does not contact parts
other than pulleys, quadrants, cable seals, or
grommets installed to control the cable
routing. Look for evidence of contact with
other parts. Correct the condition if evidence
of contact is found.

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

B. Perform a detailed visual inspection of
the cable runs to detect incorrect routing,
kinks in the wire rope, or other damage.
Replace the cable assembly if:

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

(2) A kink is found, or

(3) Corrosion is found.

C. Perform a detailed visual inspection of
the cable: To check for broken wires, rub a
cloth along the length of the cable. The cloth
catches on broken wires.

(1) Replace the 7x7 cable assembly if there
are two or more broken wires in 12
continuous inches of cable or there are three
or more broken wires anywhere in the total
cable assembly.
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(2) Replace the 7x19 cable assembly if
there are four or more broken wires in 12
continuous inches of cable or there are six or
more broken wires anywhere in the total
cable assembly.

3. Inspection of the Control Cable Fittings

A. Perform a detailed visual inspection to
ensure that the means of locking the joints
are intact (wire locking, cotter pins,

turnbuckle clips, etc.). Install any missing
parts.

B. Perform a detailed visual inspection of
the swaged portions of swaged end fittings to
detect surface cracks or corrosion. Replace
the cable assembly if cracks or corrosion are
found.

C. Perform a detailed visual inspection of
the unswaged portion of the end fitting.
Replace the cable assembly if a crack is

visible, if corrosion is present, or if the end
fitting is bent more than 2 degrees.

D. Perform a detailed visual inspection of
the turnbuckle. Replace the turnbuckle if a
crack is visible or if corrosion is present.

4. Inspection of Pulleys

A. Perform a detailed visual inspection to
ensure that pulleys are free to rotate. Replace
pulleys which are not free to rotate.

BILLING CODE 4910-13-U
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Issued in Renton, Washington, on March 1,
2000.

Donald L. Riggin,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 00-5459 Filed 3—6—00; 8:45 am]
BILLING CODE 4910-13-C

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Airspace Docket No. 99-AWP-26]
Establishment of Class E Airspace; Big
Bear City, CA

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action establishes an
Class E airspace area at Big Bear City,
CA. The establishment of a Global
Positioning System (GPS) Standard
Instrument Approach Procedure (SIAP)
to Runway (RWY) 26 at Big Bear City
Airport has made this proposal
necessary. Additional controlled
airspace extending upward from 700
feet or more above the surface of the
earth is needed to contain aircraft
executing the GPS RWY 26 SIAP to Big
Bear City Airport. The intended effect of
this action is to provide adequate
controlled airspace for Instrument Flight
Rules (IFR) operations at Big Bear City
Airport, Big Bear City, CA.

EFFECTIVE DATE: 0901 UTC April 20,
2000.

FOR FURTHER INFORMATION CONTACT:
Larry Tonish, Airspace Specialist,
Airspace Branch, AWP-520, Air Traffic
Division, Western-Pacific Region,
Federal Aviation Administration, 15000
Aviation Boulevard, Lawndale,
California 90261, telephone (310) 725—
6539.

SUPPLEMENTARY INFORMATION:

History

On December 29, 1999, the FAA
proposed to amend 14 CFR part 71 by
establishing a Class E airspace area at
Big Bear City, CA (64 FR 72969).
Additional controlled airspace
extending upward from 700 feet above
the surface is needed to contain aircraft
executing the GPS RWY 26 SIAP at Big
Bear City Airport. This action will
provide adequate controlled airspace for
aircraft executing the GPS RWY 26 SIAP
at Big Bear City Airport, Big Bear City,
CA.

Interested parties were invited to
participate in this rulemaking

proceeding by submitting written
comments on the proposal to the FAA.
No comments to the proposal were
received. Class E airspace designations
for airspace extending from 700 feet or
more above the surface of the earth are
published in paragraph 6005 of FAA
Order 7400.9G dated September 1, 1999,
and effective September 16, 1999, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document will be
published subsequently in the Order.

The Rule

This amendment to 14 CFR part 71
establishes a Class E airspace area at Big
Bear City, CA. The development of a
GPS RWY 26 SIAP has made this action
necessary. The effect of this action will
provide adequate airspace for aircraft
executing the GPS RWY 26 SIAP at Big
Bear City Airport, Big Bear City, CA.

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.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D, AND
CLASS E AIRSPACE AREAS; ROUTES;
AND REPORTING POINTS.

1. The authority citation for 14 CFR
part 71 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; 14 CFR 11.69.

§71.1 [Amended]

2. The incorporation by reference in
14 CFR 71.1 of the Federal Aviation
Administration Order 7400.9G, Airspace

Designations and Reporting Points,
dated September 1, 1999, and effective
September 16, 1999, is amended as
follows:

Paragraph 6005 Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

* * * * *

AWP CA E5 Big Bear City, CA [New]
Big Bear City, CA
(Lat. 34°15'49" N, long. 116°51'16" W)
That airspace extending upward from 700
feet above the surface within a 6.5 mile
radius of the Big Bear City Airport.

* * * * *

Dated: Issued in Los Angeles, California,
on February 23, 2000.

John Clancy,

Manager, Air Traffic Division, Western-Pacific
Region.

[FR Doc. 00-5490 Filed 3—6—00; 8:45 am]
BILLING CODE 4910-13-M

SOCIAL SECURITY ADMINISTRATION

20 CFR Parts 404 and 416
[Regulations Nos. 4 and 16]
RIN 0960-AE56

Federal Old-Age, Survivors, and
Disability Insurance and Supplemental
Security Income for the Aged, Blind,
and Disabled; Evaluating Opinion
Evidence

AGENCY: Social Security Administration.
ACTION: Final rules.

SUMMARY: We are revising the Social
Security and Supplemental Security
Income (SSI) regulations concerning the
evaluation of medical opinions to clarify
how administrative law judges and the
Appeals Council are to consider opinion
evidence from State agency medical and
psychological consultants, other
program physicians and psychologists,
and medical experts we consult in
claims for disability benefits under titles
II and XVI of the Social Security Act
(the Act). We are also defining and
clarifying several terms used in our
regulations and deleting other terms.
EFFECTIVE DATE: These rules are effective
April 6, 2000.

FOR FURTHER INFORMATION CONTACT:
Georgia E. Myers, Acting Regulations
Officer, Social Security Administration,
6401 Security Boulevard, Baltimore, MD
21235-6401, 1-410-965-3632, or TTY
1-800-966-5609. For information on
eligibility or filing for benefits, call our
national toll-free number, 1-800-772—
1213, or TTY 1-800-325-0778.
SUPPLEMENTARY INFORMATION: The Act
provides, in title II, for the payment of
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disability benefits to persons insured
under the Act. Title II also provides,
under certain circumstances, for the
payment of child’s insurance benefits
based on disability and widow’s and
widower’s insurance benefits for
disabled widows, widowers, and
surviving divorced spouses of insured
persons. In addition, the Act provides,
in title XVI, for SSI payments to persons
who are aged, blind, or disabled and
who have limited income and resources.
For adults under both the title II and
title XVI programs (including persons
claiming child’s insurance benefits
based on disability under title II),
“disability” means the inability to
engage in any substantial gainful
activity. For an individual under age 18
claiming SSI benefits based on
disability, “disability” means that an
impairment(s) causes ‘‘marked and
severe functional limitations.” (Our
regulations explain at §416.902 that
“Marked and severe functional
limitations, when used as a phrase,
* * *jsalevel of severity that meets
or medically or functionally equals the
severity of a listing in the Listing of
Impairments in appendix 1 of subpart P
of part 404 * * *.”’) Under both title II
and title XVI, disability must be the
result of a medically determinable
physical or mental impairment(s) that
can be expected to result in death or
that has lasted or can be expected to last
for a continuous period of at least 12
months.

Explanation of Revisions

Simplification and Clarification of
Terms

These final regulations define and
clarify several terms that have been used
in our regulations, and delete other
terms. Our prior regulations used
several terms to refer to sources of
medical evidence. Regulations
§§404.1502 and 416.902, “General
definitions and terms for this subpart,”
defined the terms ‘““source of record,”
“medical sources” (which included
“consultative examiners”’), and “treating
source.” These terms were used in
various sections of the regulations in
subpart P of part 404 and subpart I of
part 416, chiefly §§404.1527 and
416.927, “Evaluating medical opinions
about your impairment(s) or disability.”
In addition, §§404.1519 and 416.919
used the phrase “‘a treating physician or
psychologist, another source of record,
or an independent source.” Regulations
§§404.1527 and 416.927 also employed
the terms ‘“‘nontreating source” and
“nonexamining source.”

In paragraph (a) of §§404.1513 and
416.913 of our regulations, we say that

we need reports about the individual’s
impairments from “acceptable medical
sources”’ and we identify the sources
that are acceptable medical sources. We
need various terms for types of
acceptable medical sources in only
three, specific instances: (1) When we
explain the preference we give to
obtaining evidence from treating
sources; (2) when we explain the
preference we give to treating sources to
perform consultative examinations; and
(3) in our rules for weighing opinions
from acceptable medical sources. In the
first two cases, the only definition that
is needed is the definition of a “treating
source.” In the last case, relevant
distinctions are needed between treating
sources, nontreating sources (i.e.,
acceptable medical sources, such as
some consultative examiners, who have
examined an individual but not
provided treatment), and nonexamining
sources (i.e., acceptable medical sources
who have provided evidence but who
have not treated or examined the
individual).

Therefore, while the term ‘“medical
source”” includes the term ‘“‘acceptable
medical source,” we are simplifying and
clarifying the specific terms we use to
describe various acceptable medical
sources of evidence, including medical
opinion evidence (i.e., opinions on the
nature and severity of an individual’s
impairment(s)—see §§404.1527(a)(2)
and 416.927(a)(2)) and other opinions
(e.g., opinions on issues reserved to the
Commissioner of Social Security (the
Commissioner)—see §§404.1527(e) and
416.927(e))—by using only four terms:
“Treating source,” ‘“‘nontreating
source,” “nonexamining source,” and
an overall term, “acceptable medical
source,” which includes all three types
of sources. These clarifications do not
change our current policy, but are only
intended to clarify our intent.

To do this, we now define the term
““acceptable medical source” in
§§404.1502 and 416.902. This is a term
we have used for many years in
§§404.1513(a) and 416.913(a). We are
also redefining the term ‘“medical
sources’’ to mean acceptable medical
sources or other health care providers
who are not “acceptable medical
sources,” to clarify our intent in certain
regulations sections. For instance, under
the rules in §§404.1519, 404.1519g,
416.919, and 416.919g, we may select a
qualified medical source who is not an
“acceptable medical source” to perform
a consultative examination; e.g., an
audiologist. We are deleting speech and
language pathologist from this example,
which appeared in the Notice of
Proposed Rulemaking (NPRM),
published in the Federal Register on

September 25, 1997 (62 FR 50271),
because an NPRM published October 9,
1998 (63 FR 54417) proposes to add
qualified speech and language
pathologists as acceptable medical
sources.

In addition, a distinction between
“medical source” and “acceptable
medical source” is necessary because
“an acceptable medical source” is
required to establish the existence of a
medically determinable impairment.
See §§404.1513(a) and 416.913(a). Also,
only an “acceptable medical source”
can be considered to be a “treating
source” for purposes of giving
controlling weight to treating source
medical opinion. See §404.1527(d)(2)
and 416.927(d)(2). The distinction
between “acceptable medical source”
and “medical source” is simply to
facilitate application of the two
longstanding rules noted above and is in
no way intended to imply anything
derogatory about medical sources that
are not “‘acceptable medical sources.”

We are also adding definitions for the
terms ‘““nonexamining source” and
“nontreating source,” which have been
used in §§404.1527 and 416.927, but
which previously were not defined in
our regulations. We are clarifying the
definition of ““treating source” to
include the other acceptable medical
sources identified in §§404.1513(a) and
416.913(a) in addition to licensed
physicians and licensed or certified
psychologists, and, consistent with the
use of the word “evaluation” in the first
sentence of the definition in §§404.1502
and 416.902, to clarify that a source who
only examines and evaluates an
individual on an ongoing basis, but who
does not provide any treatment, may
also be a ““treating source.”

We are deleting the term “‘source of
record” because sources previously
included in the definition of that term
are now included in the definition of
the terms “‘acceptable medical source”
or “medical sources,” and the term
“source of record” is not needed.

Clarification of §§404.1527 and 416.927

Consistent with our original intent,
we are clarifying paragraph (f) of
§§404.1527 and 416.927. As we
explained in the preamble to the rules
published in the Federal Register on
August 1, 1991 (56 FR 36932, 36937),
the purpose of paragraph (f) is to: (1)
Explain how we consider evidence from
various kinds of nonexamining sources
(e.g., State agency medical and
psychological consultants, other
program physicians and psychologists,
and medical advisors—now called
“medical experts’—at the
administrative law judge and Appeals
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Council levels of administrative review);
(2) clarify the role of the State agency
medical and psychological consultant at
the various levels of the administrative
review process; and (3) codify in
regulations our longstanding policy that,
because State agency medical and
psychological consultants are highly
qualified physicians and psychologists
who are also experts in Social Security
disability evaluation, administrative law
judges will consider their findings with
regard to the nature and severity of an
individual’s impairment as opinions of
nonexamining physicians and
psychologists.

Sections 404.1527(f) and 416.927(f) of
the regulations have stated since 1991
that administrative law judges and the
Appeals Council are required to
consider State agency medical and
psychological consultant findings about
the existence and severity of an
individual’s impairment(s), the
existence and severity of an individual’s
symptoms, whether an individual’s
impairment(s) meets or equals the
requirements for any impairment listed
in appendix 1 to subpart P of part 404,
and an individual’s residual functional
capacity. We restated and clarified these
provisions of the regulations in Social
Security Ruling 96—6p, “Titles II and
XVI: Consideration of Administrative
Findings of Fact by State Agency
Medical and Psychological Consultants
and Other Program Physicians and
Psychologists at the Administrative Law
Judge and Appeals Council Levels of
Administrative Review; Medical
Equivalence.” (61 FR 34466, July 2,
1996.)

Consistent with our statements in the
preamble to the regulations published in
1991 and in Social Security Ruling 96—
6p, we are making the following
revisions to paragraph (f) of §§404.1527
and 416.927. We are also making
conforming revisions to paragraphs
(d)(6) and (e). None of these revisions
changes our current policies.

Because paragraph (f) refers to the
rules in paragraphs (a) through (e) of
§§404.1527 and 416.927, which
collectively address both medical
opinions (as described in paragraph
(a)(2) of §§404.1527 and 416.927) and
opinions on issues reserved to the
Commissioner, it is inaccurate to refer
in paragraph (f) solely to opinions on
the ““nature and severity of a person’s
impairment(s).” Therefore, we are
deleting the phrase “on the nature and
severity of your impairments” from the
introductory text of paragraph (f). We
are also revising paragraph (f)(2) to
provide more detail on how
administrative law judges are to
consider the opinions of State agency

medical and psychological consultants,
other program physicians and
psychologists, and medical experts we
consult. We have divided paragraph
(f)(2) into an introductory paragraph and
new paragraphs (f)(2)(i) through
(f)(2)(iii), which provide a more detailed
explanation of how opinions from these
sources are to be evaluated. The
introductory text of paragraph ()(2) and,
when appropriate, paragraphs (f)(2)(i)
through (f)(2)(iii), now include reference
to “other program physicians and
psychologists” and the term “medical
expert” for consistency with the
language in paragraph (b)(6) of
§§404.1512 and 416.912.

We are clarifying in new paragraph
()(2)() of §§404.1527 and 416.927 that,
because State agency medical and
psychological consultants and other
program physicians and psychologists
are highly qualified physicians and
psychologists who are also experts in
Social Security disability evaluation,
administrative law judges must consider
findings of these experts, except for the
ultimate determination of disability,
when administrative law judges make
their decisions. We now state in new
paragraph (f)(2)(ii) that when
administrative law judges evaluate the
findings of these experts, they will use
the relevant factors set forth in
paragraphs (a) through (e) of
§§404.1527 and 416.927.

In paragraph ()(2)(ii) of §§ 404.1527
and 416.927 we are also providing
examples of the kinds of factors that an
administrative law judge must consider
when evaluating the findings of State
agency medical and psychological
consultants or other program physicians
and psychologists. We are also
clarifying that administrative law judges
are required to explain in their
decisions the weight given to any
opinion of a State agency medical or
psychological consultant or other
program physician or psychologist, as
they must do for any opinions from
treating sources, nontreating sources,
and nonexamining sources who do not
work for us. We have added language
that did not appear in the NPRM (see 62
FR 50272, September 25, 1997) to clarify
that when treating source opinion is
given controlling weight, it is not
necessary for the administrative law
judge to provide an explanation of the
weight given to the opinion of a State
agency medical or psychological
consultant. For purposes of clarity, we
have also made a revision to the first
sentence of paragraph (f)(2)(ii) to refer to
administrative law judges in the
singular, rather than the plural.

In new paragraph (f)(2)(iii) of
§§404.1527 and 416.927, we are

substituting the term “medical expert”
for “medical advisor” for the reason
explained below in the discussion of
§§404.1512 and 416.912. We are also
making it clear in new paragraph
(f)(2)(iii) of §§404.1527 and 416.927
that, when administrative law judges
consider opinions from medical experts
they consult, they will use the rules in
paragraphs (a) through (e) of
§§404.1527 and 416.927.

We are also amending paragraph
(d)(6) of §§404.1527 and 416.927 by
adding two examples of other factors
that can affect the weight we give to a
medical opinion. One example of a
relevant factor that we proposed in the
proposed rules to add to
§§404.1527(d)(6) and 416.927(d)(6) was
the amount of Social Security disability
program expertise an acceptable
medical source has. However, as a result
of public comments received on this
proposed example, we are revising the
example to give consideration to the
amount of understanding that an
acceptable medical source has of our
disability programs and their
evidentiary requirements, regardless of
the source of that understanding, as a
relevant factor that is consistent with
the examples in final paragraph (f)(2)(ii).
This includes acceptable medical
sources that are current or former State
agency medical or psychological
consultants and other program
physicians and psychologists. This also
includes those acceptable medical
sources that have gained their
understanding of our disability
programs and their evidentiary
requirements in other ways (e.g.,
through continuing medical education
or experience in conducting
consultative examinations for us).

Another example of a relevant factor
that we proposed to add was whether an
acceptable medical source reviewed the
individual’s entire case record.
However, based on the public comments
received on this proposed example, we
are revising the example to provide that
the extent to which an acceptable
medical source is familiar with the other
information in the individual’s case
record is a relevant factor. Both of these
are examples of relevant factors that we
will consider in deciding the weight to
give to a medical opinion from any
acceptable medical source.

We are also amending paragraph (e) of
§§404.1527 and 416.927 by adding an
introductory paragraph to distinguish
opinions on issues reserved to the
Commissioner from medical opinions,
and by designating the last sentence of
paragraph (e)(2) as new final paragraph
(e)(3) to make it clear that the rule in
new final paragraph (e)(3) applies to an
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opinion about disability described in
paragraph (e)(1) as well as to an opinion
on any issue reserved to the
Commissioner described in paragraph
(e)(2).

Other Changes

Sections 404.1502 and 416.902
General Definitions and Terms for This
Subpart

In §§404.1502 and 416.902, we are
clarifying, consistent with §§ 404.602
and 416.302, the definition of the term
“you” to more accurately indicate that
the definition includes the person for
whom an application is filed, because
the person who files an application may
be filing it on behalf of another person.

We are deleting reference to the
“Secretary” from § 416.902 to reflect
§ 702(a)(5) of the Social Security Act as
amended by § 102 of the Social Security
Independence and Program
Improvements Act of 1994, Public Law
103—-296, enacted on August 15, 1994,
which transferred from the Secretary of
Health and Human Services to the
Commissioner of Social Security the
authority to issue regulations. We are
revising the language from how it
appeared in the NPRM (62 FR 50272,
September 25, 1997) to clarify the
change in authority from the Secretary
of Health and Human Services to the
Commissioner.

Sections 404.1512 and 416.912
Evidence of Your Impairment

We are amending §§404.1512 and
416.912 by revising paragraph (b)(6) to
delete the word “certain’ to clarify that
every finding made by State agency
medical or psychological consultants
and other program physicians or
psychologists and the opinions of
medical experts, other than the ultimate
determination of whether an individual
is disabled, is evidence that an
administrative law judge and the
Appeals Council must consider at the
administrative law judge and Appeals
Council levels of review. We are also
changing the term “medical advisor” to
“medical expert” because the latter is
the term we currently use to describe
these nonexamining sources we consult
at the administrative law judge and
Appeals Council levels.

Sections 404.1513 and 416.913
Medical Evidence of Your Impairment

We are revising paragraph (c) of
§§404.1513 and 416.913 to codify our
policy interpretation that, at the
administrative law judge and Appeals
Council levels of review, ‘“statements
about what you can still do,” which we
also call “medical source statements,”

include residual functional capacity
assessments made by State agency
medical and psychological consultants
and other program physicians and
psychologists. This is because they
become opinion evidence of
nonexamining physicians and
psychologists at the hearings and
appeals levels. (See Social Security
Ruling 96—6p, 61 FR 34466, 34468.)

The regulations describe two distinct
kinds of assessments of what an
individual can do despite the presence
of a severe impairment(s). The first is
described in §§404.1513(b) and (c) as a
“statement about what you can still do
despite your impairment(s)”’ made by an
individual’s medical source and based
on that source’s own medical findings.
This “medical source statement” is an
opinion submitted by a medical source
as part of a medical report. The second
category of assessments is the residual
functional capacity assessment
described in §§404.1545, 404.1546,
416.945, and 416.946 which is the
adjudicator’s ultimate finding of “what
you can still do despite your
limitations.” Even though the
adjudicator’s residual functional
capacity assessment may adopt the
opinions in a medical source statement,
they are not the same thing. A medical
source statement is evidence that is
submitted to the Social Security
Administration (SSA) by an individual
medical source reflecting the source’s
opinion based on his or her own
knowledge, while a residual functional
capacity assessment is the adjudicator’s
ultimate finding based on a
consideration of this opinion and all the
other evidence in the case record about
what an individual can do despite his
or her impairment(s). (See Social
Security Ruling SSR 96-5p).

Because paragraphs (b) and (c) relate
to the reports about an individual’s
impairment(s) needed from acceptable
medical sources described in paragraph
(a), we are clarifying paragraphs (b)(6),
(c)(1) and (c)(2) of §404.1513 and
paragraphs (b)(6), (c)(1), (c)(2), and (c)(3)
of §416.913 to refer to findings and
opinions of the “acceptable medical
source,” rather than findings and
opinions of the “medical source.” We
are also clarifying paragraphs (c)(1) and
(c)(2) of §416.913 by indicating that
they pertain only to adults, to make the
construction of these paragraphs
parallel to that of paragraph (c)(3),
which pertains only to children.

Sections 404.1519 and 416.919 The
Consultative Examination

For the reasons explained above about
the definition of the term “treating
source,” we are revising the first

sentence of §§404.1519 and 416.919 to
substitute the terms ‘‘treating source”
and “medical source” for the terms
“treating physician or psychologist,”
“source of record,” and “independent
source.”

Sections 404.1519g and 416.919g Who
We Will Select To Perform a
Consultative Examination

We are revising paragraph (a) of these
sections to refer in the last sentence to
§§404.1513 and 416.913, rather than
§§404.1513(a) and 416.913(a), for the
reasons explained above about the
revised definition of ‘“medical source”
in §§404.1502 and 416.902. For the
same reason, we are also changing the
phrase “physician or psychologist” in
the first sentence of paragraph (c) to
“medical source.”

Sections 404.1519h and 416.919h
Your Treating Source

We are revising the heading and text
of these sections to substitute the term
“treating source” for the term “treating
physician or psychologist.”

Sections 404.15191 and 416.919i Other
Sources for Consultative Examinations

We are revising the heading and text
of these sections to substitute the term
“medical source” for the term “source”
and the term “treating source” for the
term ‘“‘treating physician or
psychologist.”

Sections 404.1519j and 416.919j
Objections to the Medical Source
Designated To Perform the Consultative
Examination.

We are revising the heading and text
of these sections to use the term
“medical source,” rather than the
phrase “physician or psychologist,” for
the reasons explained above.

Sections 404.1519k and 416.919k
Purchase of Medical Examinations,
Laboratory Tests, and Other Services.

We are revising the introductory
paragraph of these sections to use the
term ““medical source,” rather than the
phrase “licensed physician or
psychologist, hospital or clinic” for the
reasons explained above.

Sections 404.1519m and 416.919m
Diagnostic Tests or Procedures

We are revising the first sentence of
these sections to substitute the term
“treating source” for the term “treating
physician or psychologist.” We are also
revising the last sentence to use the term
“medical source designated to perform
the consultative examination,” rather
than the phrase ‘“consultative examining
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physician or psychologist,” for the
reasons explained above.

Sections 404.1519n and 416.919n
Informing the Medical Source of
Examination Scheduling, Report
Content, and Signature Requirements

We are revising the heading,
introductory paragraph, and paragraphs
(a), (b), (c), and (e) of these sections to
use the term ‘“medical source,” rather
than the phrase “physician or
psychologist,” for the reasons explained
above. We are deleting the word
“examining” from the previous
regulations and NPRM because sources
that examine or have examined a
claimant are included in the new
definition of the term ‘“medical source.”
We are also adding a heading to
paragraph (a) for consistency with the
other paragraphs in this section. In
addition, we are revising paragraph
(c)(6) to insert language that we
originally intended to include in the
1991 regulations “Standard for
Consultative Examinations and Existing
Medical Evidence”, as explained in our
statements in the preamble to those
regulations (56 FR 36932, 36934, August
1, 1991), but inadvertently omitted, to
ensure that although medical source
statements about what an individual can
still do despite his or her impairment(s)
should ordinarily be requested as part of
the consultative examination process,
the absence of such a statement in a
consultative examination report does
not make the report incomplete.

Sections 404.15190 and 416.9190 When
a Properly Signed Consultative
Examination Report Has Not Been
Received

We are revising paragraphs (a) and (b)
of these sections to use the term
“medical source,” rather than the
phrase “physician or psychologist,” for
the reasons explained above.

Sections 404.1519p and 416.919p
Reviewing Reports of Consultative
Examinations

We are revising paragraph (b) of these
sections to use the term ‘“medical
source,” rather than the phrase
“physician or psychologist,” for the
reasons explained above. We are
revising paragraph (c) to correct the
grammar in the first sentence by
substituting the word “when” for the
word “where.” We are also substituting
the term ““treating source” for the term
“treating physician or psychologist.”

Sections 404.1519s and 416.919s
Authorizing and Monitoring the
Consultative Examination

We are revising paragraph (e)(2) of
these sections to refer to a consultative
examination provider’s “practice,”
rather than to a “practice of medicine,
osteopathy, or psychology,” for the
reasons explained above about the
definition of “medical source.” For the
same reasons, we now use the term
“medical sources” in paragraph (f)(6),
rather than the phrase “physicians and
psychologists.”

Sections 404.1527 and 416.927
Evaluating Opinion Evidence

We are changing the heading of
§§404.1527 and 416.927 from
“Evaluating medical opinions about
your impairment(s) or disability” to
“Evaluating opinion evidence” to more
accurately identify the content of these
sections. Under §§404.1527(a)(2) and
416.927(a)(2), the term “medical
opinion” means statements from
acceptable medical sources that reflect
judgments about the nature and severity
of an individual’s impairments, but
§§404.1527 and 416.927 address other
types of opinions too.

We are revising the third sentence of
paragraph (d)(2) of §§404.1527 and
416.927 to clarify that the “other
factors” referenced in paragraph (d)(6)
will be considered along with the
factors in paragraphs (d)(2)(i) and (ii)
and paragraphs (d)(3) through (d)(5) of
this section when we do not give a
treating source’s medical opinion
controlling weight. As indicated by the
introductory text to §§404.1527(d) and
416.927(d), exclusion of reference to
paragraph (d)(6) was an inadvertent
omission when the rule was published.
(56 FR 36932, August 1, 1991.)

We are changing the heading of
paragraph (e) in §§404.1527 and
416.927 to reflect that the
Commissioner, not the Secretary of
Health and Human Services, has the
authority on these issues pursuant to
section 702(a)(5) of the Act as amended
by section 102 of the Social Security
Independence and Program
Improvements Act of 1994, Public Law
103-296, enacted on August 15, 1994.
We are also changing the second
sentence of paragraph (e)(2) to substitute
the term “medical sources” for the
phrase “treating and examining
sources” to be consistent with the use
of the term ‘“medical sources” in the
first sentence of paragraph (e)(2) and to
clarify that we consider opinions from
all medical sources on the issues
described in the second sentence.

We are also shortening the heading of
paragraph (f) of §§404.1527 and 416.927
to “Opinions of nonexamining sources,”
consistent with the definitions in
§§404.1502 and 416.902. For the same
reason, we are substituting the term
“nonexamining sources” for
“nonexamining physicians and
psychologists™ in the first sentence of
paragraph (f).

Public Comments

We published these regulatory
provisions in the Federal Register as an
NPRM on September 25, 1997 (62 FR
50270), and we provided the public
with a 60-day comment period. The
comment period closed on November
24, 1997. We received comments in
response to this notice from 126
individuals and organizations. The
commenters included Government
agencies whose interests and
responsibilities require them to have
some expertise in the evaluation of
medical evidence used in making
disability determinations under titles II
and XVI of the Act. They also included
individuals with disabilities, support
groups for individuals with disabilities,
attorneys and non-attorney
representatives, and legal services
organizations that represent the interests
of individuals with disabilities. In
addition, we received comments from
one medical association, physicians,
and other medical professionals.

Because many of the comments were
detailed, we condensed, summarized, or
paraphrased them. We have tried to
summarize the commenters’ views
accurately and to respond to all of the
significant issues raised by the
commenters that are within the scope of
these rules.

Comment: One commenter
recommended that the deadline for
submission of comments on the
proposed rules be extended, noting that
the evaluation of opinion evidence is
central to the determination of
disability, and that the length and
complexity of the proposed rules made
comments on the proposed changes
extremely difficult.

Response: The NPRM provided the
60-day period that is generally provided
for public comments on a proposed rule.
We considered the recommendation to
extend this period; however, we
decided that this was not necessary in
view of the number of comments
received within the 60-day period
displaying in-depth review and
consideration of the proposed rules.
Moreover, we did not propose any
revisions that would change our policies
on the evaluation of opinion evidence,
and most of the revisions in the



Federal Register/Vol. 65, No. 45/ Tuesday, March 7, 2000/Rules and Regulations

11871

proposed rules merely improved the
consistency of our terminology
throughout the regulations.

Comment: Many of the comments
concerned the quality of consultative
examinations we purchase, including
the qualifications of consultative
examiners and support staff, their
equipment, treatment of claimants, and
the time spent in conducting some
consultative examinations.

Response: Although these comments
were outside the scope of the proposed
rules, the quality of the consultative
examinations we purchase is important
to us, and we will consider the
comments as we work with the State
agencies to ensure quality examinations.
We take very seriously our
responsibility to do so, as outlined in
§§404.1519 ff. and 416.919 ff. However,
as we explain above, we are revising the
paragraphs in §§404.1519 ff. and
416.919 ff. only to substitute the term
“medical source” for the phrase
“physician or psychologist’” and to
make minor technical revisions. We are
not making substantive changes to the
rules stated in §§404.1519 ff. and
416.919 ff. concerning the purchase of
consultative examinations and the
review of consultative examination
reports to ensure the quality and
appropriateness of the examinations.

Comment: Many commenters
questioned our statement in
§§404.1527(f)(2) and 416.927(f)(2) of the
proposed rules that State agency
medical and psychological consultants
are highly qualified physicians and
psychologists who are also experts in
Social Security disability evaluation,
contending that this was an effort to
introduce a new criterion to give more
weight to the opinions of the State
agency medical and psychological
consultants. A number of other
commenters observed that the statement
of findings by the State agency
physicians and psychologists are part of
the disability determination at the
initial and reconsideration levels of
administrative review, and they
questioned how findings made at one
level by an agency adjudicator become
expert opinion evidence at another level
on the same case. One commenter also
indicated that the use of the findings by
an adjudicator at one level of
administrative review as expert witness
evidence at another level represents a
conflict of interest.

Response: The statement in
§§404.1527(f)(2) and 416.927(£)(2) of the
proposed rules was taken from the
preamble to the original publication of
these rules in 1991. (“‘Standard for
Consultative Examinations and Existing
Medical Evidence” (56 FR 36937,

August 1, 1991)). Therefore, it is not a
new criterion, only a clarification in the
regulations of our original intent. As
noted in the 1991 preamble, “* * *
State agency medical and psychological
consultants are highly qualified
physicians and psychologists who are
also experts in Social Security disability
evaluation. Therefore, it has been our
longstanding policy that administrative
law judges will consider the findings of
State agency medical and psychological
consultants with regard to the nature
and severity of a claimant’s impairment
as opinions of nonexamining physicians
and psychologists.” (56 FR 36937,
August 1, 1991). We restated and
clarified this policy in Social Security
Ruling 96-6p, “Titles Il and XVTI:
Consideration of Administrative
Findings of Fact by State Agency
Medical and Psychological Consultants
and Other Program Physicians and
Psychologists at the Administrative Law
Judge and Appeals Council Levels of
Administrative Review; Medical
Equivalence.” (61 FR 34466, July 2,
1996.) However, and as is discussed in
more detail later in this preamble, when
an administrative law judge or the
Appeals Council considers the opinion
of a State agency medical or
psychological consultant, the weight
that will be given to the opinion will
depend on the degree to which the
medical or psychological consultant
provides a supporting explanation for
the opinion.

These revisions do not represent a
change in policy. It has been our
longstanding policy that findings made
by State agency medical and
psychological consultants are
considered opinion evidence at the
hearing and Appeals Council levels.
Since 1991, §§404.1527(f) and
416.927(f) have required administrative
law judges and the Appeals Council to
consider those findings of fact about the
nature and severity of an individual’s
impairment(s) as opinion evidence of
nonexamining physicians and
psychologists. These requirements are
based on the medical or psychological
consultants’ experience as health care
professionals who are also experts in the
evaluation of the medical issues in
disability claims under the Act and
recognize that we weigh medical
opinions included in case records.

In response to the last commenter, the
consideration of findings made by a
State agency medical or psychological
consultant at the initial or
reconsideration level of administrative
review as opinion evidence at the
hearing level does not represent a
conflict of interest. At the hearing level,
administrative law judges consider the

issues before them de novo. Therefore,
when administrative law judges
consider issues of disability, they are
not bound by any findings made at the
State agency in connection with the
initial and reconsidered determinations.

Comment: Many of the commenters
expressed a concern that the intent of
the proposed rules was to negate or
moderate the rules for weighing opinion
evidence from treating sources that
recognize the special intrinsic value of
a treating source’s relationship with the
individual. In particular, concern was
expressed about the revision to
§§404.1527(d)(6) and 416.927(d)(6) that
added two examples of other factors that
can affect the weight we give to a
medical opinion from an acceptable
medical source. The two factors noted
were the amount of Social Security
disability programs expertise the
acceptable medical source has, and
whether the acceptable medical source
reviewed the individual’s entire case
record before providing a medical
opinion.

Response: It was not and is not our
intent to negate or moderate the rules
for weighing opinions from treating
sources. We continue to provide in
§§404.1527(d) and 416.927(d) that
“Generally we give more weight to
opinions from your treating sources,
since these sources are likely to be the
medical professionals most able to
provide a detailed, longitudinal picture
of your medical impairment(s) and may
bring a unique perspective to the
medical evidence that cannot be
obtained from the objective medical
findings alone or from reports of
individual examinations, such as
consultative examinations or brief
hospitalizations.” We also continue to
provide that we will give treating source
medical opinions on the nature and
severity of an impairment “controlling
weight” if we find that the opinion is
well-supported by medically acceptable
clinical and laboratory diagnostic
techniques and is not inconsistent with
the other substantial evidence in the
case record. As we explain above, the
two examples being added to paragraph
(d)(6) of §§404.1527 and 416.927 are
simply examples of factors that can
affect the weight we give a medical
opinion. We believe that they are valid
considerations along with all of the
other factors (including treatment
relationship) we consider when we
weigh medical opinions. In response to
public comments, however, we are
revising the two examples that appeared
in the NPRM. We are revising the first
example to give consideration to the
amount of understanding that an
acceptable medical source has of our
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disability programs and their
evidentiary requirements, regardless of
the source of that understanding. We are
revising the second example to provide
that the extent to which an acceptable
medical source is familiar with the other
information in the individual’s case
record is a relevant factor that we will
consider.

Comment: Many commenters
questioned why we proposed to add a
rule to §§404.1527(d) and 416.927(d) to
consider the amount of Social Security
disability programs expertise an
acceptable medical source has. They
expressed the opinion that, with few
exceptions, State agency medical and
psychological consultants will be the
only medical sources with experience
working with the disability program.
Another commenter argued that medical
experts should be treated as experts
because of their knowledge of medicine,
not their knowledge of the law. One
commenter asked what “disability
program expertise” is and how it would
be measured. Another commenter stated
that a medical source’s expertise on the
subject of a particular individual’s
impairments or limitations should be
evaluated based on his or her
knowledge of the individual and the
type of medical impairment experienced
by the individual, not by his or her
knowledge of the Social Security law
and regulations.

Response: As we indicated in the
preamble to the proposed rules on
September 25, 1997 (62 FR 50272), we
proposed to list an acceptable medical
source’s “Social Security disability
programs expertise” as an example of
the “other factors” referenced in
§§404.1527(d)(6) and 416.927(d)(6) that
we will consider in weighing an
acceptable medical source’s medical
opinion. As indicated in the preamble,
exclusion of the reference to paragraph
(d)(6) was an inadvertent omission
when the rules on consideration of
medical evidence were published in
1991. However, we did not intend that
an employment or contractual
relationship with SSA or a State agency
as a medical or psychological consultant
would be the sole means to obtain
“Social Security disability programs
expertise.” We agree that there will be
acceptable medical sources that have
never been in such a relationship with
SSA who will have developed expertise
in Social Security disability programs.
For example, some medical sources will
have obtained such expertise through
continuing medical education, or as a
result of conducting consultative
examinations for us. (See §§404.1519n
and 416.919n, which state that the
“medical sources who perform

consultative examinations will have a
good understanding of our disability
programs and their evidentiary
requirements.”’) Therefore, we are
revising §§404.1527(d)(6) and
416.927(d)(6) further to delete “Social
Security disability programs expertise”’
as an example of the “other factors”
reference in §§404.1527(d)(6) and
416.927(d)(6), and to add the amount an
acceptable medical source’s
“understanding of our disability
programs and their evidentiary
requirements’ as an example of one of
the factors we will consider in weighing
the acceptable medical source’s medical
opinion, regardless of the source of that
understanding.

Comment: A number of commenters
expressed a concern that nonexamining
State agency medical and psychological
consultants may not have an
understanding of “emerging illnesses,”
such as Chronic Fatigue Syndrome,
fibromyalgia, multiple chemical
sensitivities, or lupus erythematosus.
Several of these commenters indicated,
as well, that many regular treating
sources do not have the understanding
of these illnesses that private
researchers and specialists do, and that
more weight should be given to the
opinions of those specialists who are
treating an individual for these
illnesses.

Response: We believe that the
regulations take this concern into
account. The regulations provide for a
variety of factors to be applied in
evaluating medical opinions, depending
on the facts of the individual case. For
example, §§404.1527(d)(5) and
416.927(d)(5) state that “We generally
give more weight to the opinion of a
specialist about medical issues related
to his or her area of specialty than to the
opinion of a source who is not a
specialist.” Therefore, when we do not
give the treating source’s opinion
controlling weight (for example if a
specialist submits evidence that is
inconsistent with the treating source’s
opinion), we can give more weight in an
appropriate case to the opinion of a
specialist on the individual’s particular
medical impairment. As we have
already noted, the weight to which a
medical or psychological consultant’s
opinion will be entitled depends on
these same factors.

Comment: One commenter noted that
giving weight to Social Security
program expertise and review of the
entire case file and requiring
administrative law judges to explain in
the decision the weight given to the
opinions of a State agency medical or
psychological consultant reinforces the
basic tenets of Process Unification.

Another commenter elaborated on this
point, noting that the revision to
§§404.1527 and 416.927 clarifying our
longstanding policy that administrative
law judges must consider State agency
medical and psychological consultant
findings as opinion evidence is an
important step in Social Security’s
efforts to unify the disability process
and to restore the program’s credibility
with the public. The commenter noted
that two different processes are
perceived now, the initial/
reconsideration process in the State
agency and the administrative law judge
hearing.

Response: As the commenters have
observed, these revisions are part of our
current Process Unification initiative,
which is intended to achieve similar
and correct results on similar cases at all
stages of the administrative review
process for claims for disability benefits
under the Act, by ensuring that
decisionmakers at each stage are
following consistent policies in
deciding these claims. This is expected
to result in the allowance of claims that
should be allowed at the earliest
possible level of administrative review,
potentially providing favorable
decisions at an earlier point for disabled
claimants, as well as reducing both the
rate of appeal and the rate of allowance
on appeal for these claims.

Comment: A number of commenters
believed that expertise in Social
Security’s rules is not something that
can be presumed; the expertise of the
individual nonexamining doctor would
need to be proven in every case in
which this factor is an issue. These
comments noted that, at the very least,
claimants and their representatives must
be provided with documentation of the
qualifications, training, and expertise of
the State agency medical sources.

Response: The Act and regulations
recognize State agency medical and
psychological consultants as experts in
Social Security disability programs. The
rules in §§404.1527(f) and 416.927(f)
require administrative law judges and
the Appeals Council to consider the
State agency consultants’ findings of
fact about the nature and severity of an
individual’s impairment(s) as opinions
of nonexamining physicians and
psychologists. When an administrative
law judge admits a medical opinion into
the case record as an exhibit for
consideration, including a medical
opinion from a State agency medical or
psychological consultant that was
considered a finding at any earlier level
in the administrative review process,
the administrative law judge will also
admit into the record a statement of the
medical source’s professional
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qualifications as required by our
operating instructions.

Comment: A number of commenters
questioned why we proposed to add an
example to §§404.1527(d) and
416.927(d) indicating that whether an
acceptable medical source reviewed the
entire case before providing a medical
opinion is a relevant factor to be
considered in evaluating the source’s
medical opinion. They also questioned
whether medical sources other than
State agency medical and psychological
consultants will have an opportunity to
review the individual’s entire case
record before they provide a medical
opinion.

One State agency commenter fully
supported the value of a complete file
review when assigning weight to
medical opinions, noting that medical
opinions are too often given
adjudicative weight that may be
countered by objective evidence or other
expert opinion evidence elsewhere in
the file.

Response: As with the example of an
acceptable medical source’s
“understanding of our disability
programs and their evidentiary
requirements,” we are revising this
proposed example and listing whether
the acceptable medical source is
familiar with the other information in
the individual’s case record as another
example of the “other factors”
referenced in §§404.1527(d)(6) and
416.927(d)(6) that we will consider in
weighing an acceptable medical source’s
medical opinion. We believe that it is
appropriate for the adjudicator to
consider whether an acceptable medical
source is familiar with the other
information in the individual’s case
record because this is a relevant factor
that can properly affect the weight we
give to a medical opinion. An
individual and his or her representative
have a right to review and obtain copies
of the materials in the individual’s case
record, e.g., for review by the
individual’s treating or other medical
source, if this should be desired.

Comment: One commenter noted that
it is the practice for administrative law
judges to require “fresh” evidence, and
thus current evidence will be submitted
just weeks prior to the hearing. The
commenter noted that whatever
evidence was available to the State
agency medical or psychological
consultant would not be current and
that the administrative law judge would
consider the additional evidence.

Response: We agree that the record
before the administrative law judge will
often include additional evidence
beyond what the State agency medical
or psychological consultant considered

in his or her medical opinion. As the
example in paragraph (d)(6) of
§§404.1527 and 416.927 indicates,
concerning whether an acceptable
medical source is familiar with the other
information in the individual’s case
record, this factor will be considered
when the administrative law judge or
Appeals Council weighs medical
opinions from a State agency medical or
psychological consultant or other
acceptable medical source. This may
limit the weight that can be given to a
medical opinion from a State agency
medical or psychological consultant and
the period to which the opinion applies.

Comment: A number of commenters
indicated their concern with the manner
in which a State agency medical or
psychological consultant’s medical
opinion may be provided in the record.
Some of the commenters noted that
these opinions frequently are expressed
as boxes checked on a form, with little
or no rationale, or as a statement of
medical findings from records in the file
with no other explanation for why the
residual functional capacity assessment
provided would flow from these
findings, or why these opinions from
State agency medical or psychological
consultants are in conflict with the
opinions of treating or examining
physicians. They noted that there is no
reasonable basis for giving further
weight to such a cursory report lacking
a substantive rationale.

Response: The revisions we are
making do not represent a change in our
longstanding policy that the adjudicator
should give little weight to an opinion
from any source, including a State
agency medical or psychological
consultant, that is poorly explained and
not supported by the evidence in the
record. Sections 404.1527(d)(3) and
416.927(d)(3) have stated and continue
to state: “The better an explanation a
source provides for an opinion, the
more weight we will give that opinion.
Furthermore, because nonexamining
sources have no examining or treating
relationship with you, the weight we
give their opinions will depend on the
degree to which they provide
supporting explanations for their
opinions.” We will evaluate the degree
to which these opinions consider all of
the pertinent evidence in your claim,
including opinions of treating and other
medical sources.

Comment: A number of commenters
believed that the claimant has a right to
cross-examine the State agency medical
or psychological consultant when his or
her opinions become evidence to be
considered by an administrative law
judge. Some of the commenters noted
that administrative law judges have

been reluctant to issue subpoenas for
State agency medical or psychological
consultants to testify, presumably
because this would interfere with the
State agency’s ability to process
disability claims in a timely and
efficient manner. Some of the attorneys
and other claimants’ representatives
who commented stated their belief that
they would have to increase their
requests for subpoenas if administrative
law judges consider State agency
medical and psychological consultant
opinions in their decisions.

Response: The revisions we are
making do not represent a change in
policy. Sections 404.1527(f) and
416.927(f) of the regulations have stated
since 1991 that medical opinions from
State agency medical and psychological
consultants are considered by
administrative law judges and the
Appeals Council, and we restated and
clarified these provisions of the
regulations in Social Security Ruling
96—6p in 1996. We do not anticipate
that these final rules will increase the
instances in which a claimant would
wish to compel a State agency medical
or psychological consultant to appear
and testify (or to amplify his or her
opinion through a voluntary appearance
or responses to interrogatories.) These
final rules also do not change the
standards in our regulations under
which administrative law judges
determine whether to issue subpoenas.
Paragraph (d)(1) of §§404.950 and
416.1450 states that administrative law
judges may issue subpoenas in those
situations “[w]hen it is reasonably
necessary for the full presentation of a
case.” Paragraph (d)(2) provides that
parties to a hearing may request a
subpoena to compel testimony or
documents, providing they file a written
request with the administrative law
judge at least 5 days before the hearing
date. This request must justify the need
for a subpoena by stating the “important
facts that the witness or document is
expected to prove” and by indicating
“why these facts could not be proven
without issuing a subpoena.”

Comment: Two commenters
expressed concern regarding our
clarification in §§404.1502 and 416.902
of the term ““medical source” and the
concept of a “qualified medical source,”
when these terms are used in
§§404.1519g and 416.919g in discussing
the purchase of consultative
examinations. They agreed that in many
situations an audiologist may be the
appropriate source to perform a
consultative examination, but
questioned whether the proposed rules
are clear on whether other sources such
as chiropractors or social workers are
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also appropriate sources to perform
these examinations.

Response: As we explain above, and
as we explained in the preamble to the
NPRM in discussing the amendments to
§§404.1502 and 416.902 (62 FR 50270),
under the rules in §§404.1519,
404.1519g, 416.919, and 416.919g, we
may select a qualified medical source
who is not an “acceptable medical
source” to perform a consultative
examination; e.g., an audiologist. As
§§404.1519g(b) and 416.919g(b)
provide, by “qualified” we mean that
the medical source must be currently
licensed in the State and have the
training and experience to perform the
type of examination or test we will
request; the medical source must not be
barred from participation in our
program under the provisions of
§§404.1503a and 416.903a; and the
medical source must also have the
equipment required to provide an
adequate assessment and record of the
existence and level of severity of the
claimant’s alleged impairments. Any
medical source, which can include a
chiropractor or social worker, that meets
the requirements for being “qualified”
under §§404.1519g and 416.919g may
be an appropriate source to conduct a
consultative examination.

Comment: One commenter questioned
our inclusion of psychologists as
“acceptable medical sources.” The
commenter noted that psychologists do
not have medical training, they are not
licensed to practice medicine, and they
do not provide medical treatment. The
commenter proposed that we use the
term “‘medical and psychological
sources” whenever we refer to
physicians and psychologists under the
same heading, as we use the phrase
“medical and psychological
consultants” in these regulations. The
commenter also questioned our use of
the term “medical expert” to include
physicians and psychologists, and
proposed that we substitute the
terminology ‘“medical experts or
psychologists” for all references to
“medical experts.”

Response: “Licensed or certified
psychologists” have been included in
the list of “‘acceptable medical sources”
in §§404.1513(a) and 416.913(a) since
1980, and their continuing inclusion
does not represent a change in policy.
(45 FR 55567, 55587, 55623, August 20,
1980.) In addition, the Act [42 U.S.C.
421], as well as §§404.1503(e) and
416.903(e) of the regulations, require
that in initial determinations that the
claimant is not disabled, and there is
evidence that indicates the existence of
a mental impairment, every reasonable
effort should be made to ensure that a

qualified psychiatrist or psychologist
has completed the medical portion of
the case review and any applicable
residual functional capacity assessment.
Also, as we explain above, we are now
changing the term “medical advisor” to
“medical expert” in §§404.1512(b)(6)
and 416.912(b)(6) and elsewhere,
because the latter is the term we
currently use to describe these
nonexamining sources we consult at the
administrative law judge and Appeals
Council levels. We previously used the
term “medical advisor” for many years
in §§404.1512(b)(6) and 416.912(b)(6).
This change in terminology does not
represent a change in policy.

Comment: A number of commenters
expressed concern that the proposed
clarification in the definition of
“medical source” in §§404.1502 and
416.902 to include “acceptable medical
sources or other health care providers
who are not acceptable medical
sources,” would prejudice the weighing
of evidence from medical sources who
are not “‘acceptable medical sources.”
These commenters note that many
claimants do not, or cannot, receive
their primary treatment from
“acceptable medical sources,” and the
nature and frequency of their treatment
or evaluation is more a function of staff
or time availability, rather than the need
for treatment. For example, many
claimants receive their primary mental
health treatment from therapists or
social workers with only monthly visits
with a physician for medication control.
They note that the existing and the
proposed rules exclude such sources
from consideration as “treating
sources.”

Response: As the commenters note,
we have now provided a definition of
the term “‘acceptable medical source” in
§§404.1502 and 416.902 by reference to
§§404.1513(a) and 416.913(a), where
the sources who are “acceptable
medical sources” have been identified
for many years. These sources have the
training and experience necessary to
provide the medical evidence that is
required by the Act and these
regulations to establish the existence of
a medically determinable impairment or
impairments. We recognize, however,
that some individuals receive treatment
from other sources, and our
longstanding policy stated in
§§404.1513(e) and 416.913(e) is to use
information from these other sources,
such as social welfare agencies, to help
us to understand how an individual’s
impairment may affect his or her ability
to work, once the existence of a
medically determinable impairment has
been established.

Comment: One commenter agreed
with the clarification in §§404.1502 and
416.902 that a source that only
examines and evaluates an individual
on an ongoing basis, but who does not
provide any treatment, may also be a
“treating source.” The commenter noted
that many of the individuals making a
claim for disability benefits do not have
private insurance or resources to pay for
medical care and must rely on the local
public health care system, and many
times the only “treatment” the public
health care services provide for people
with chronic physical or mental
ailments are periodic examinations and
evaluations.

Response: As the commenter has
noted, we are clarifying the definition of
“treating source” in §§404.1502 and
416.903 to be consistent with our
longstanding use of the word
“evaluation” in the definition of a
“treating source” as a source “who has
provided you with medical treatment or
evaluation * * *.”

Regulatory Procedures
Executive Order 12866

We have consulted with the Office of
Management and Budget (OMB) and
determined that these final rules do not
meet the criteria for a significant
regulatory action under Executive Order
12866. Therefore, they were not subject
to OMB review. We have also
determined that these rules meet the
plain language requirement of Executive
Order 12866 and the President’s
memorandum of June 1, 1998.

Regulatory Flexibility Act

We certify that these regulations will
not have a significant economic impact
on a substantial number of small entities
because they affect only individuals.
Therefore, a regulatory flexibility
analysis as provided in the Regulatory
Flexibility Act, as amended, is not
required.

Paperwork Reduction Act

These regulations impose no
additional reporting or recordkeeping
requirements subject to OMB clearance.

(Catalog of Federal Domestic Assistance
Program Nos. 96.001, Social Security-
Disability Insurance; 96.002, Social Security-
Retirement Insurance; 96.004, Social
Security-Survivors Insurance; 96.006,
Supplemental Security Income.)

List of Subjects
20 CFR Part 404

Administrative practice and
procedure, Blind, Disability benefits,
Old-age, Survivors, and Disability



Federal Register/Vol. 65, No. 45/ Tuesday, March 7, 2000/Rules and Regulations

11875

Insurance, Reporting and recordkeeping
requirements, Social security.

20 CFR Part 416

Administrative practice and
procedure, Aged, Blind, Disability
benefits, Public assistance programs,
Reporting and recordkeeping
requirements, Supplemental Security
Income (SSI).

Dated: February 14, 2000.
Kenneth S. Apfel,
Commissioner of Social Security.

For the reasons set out in the
preamble, subpart P of part 404 and
subpart I of part 416 of 20 CFR chapter
III are amended as set forth below:

PART 404—FEDERAL OLD-AGE,
SURVIVORS AND DISABILITY
INSURANCE (1950— )

Subpart P—[Amended]

1. The authority citation for subpart P
of part 404 continues to read as follows:

Authority: Secs. 202, 205(a), (b), and (d)-
(h), 216(i), 221(a) and (i), 222(c), 223, 225,
and 702(a)(5) of the Social Security Act (42
U.S.C. 402, 405(a), (b), and (d)-(h), 416(i),
421(a) and (i), 422(c), 423, 425, and
902(a)(5)); sec. 211(b), Pub. L. 104-193, 110
Stat. 2105, 2189.

2. Section 404.1502 is amended by
republishing the introductory text,
removing the terms “Source of record”
and “you,” revising the definitions of
“Medical sources” and “Treating
source,” and adding definitions in the
appropriate alphabetical order for the
terms “Acceptable medical source,”
“Nonexamining source,” “Nontreating
source,” and “you or your” to read as
follows:

§404.1502 General definitions and terms
for this subpart.

As used in the subpart—

Acceptable medical source refers to
one of the sources described in
§404.1513(a) who provides evidence
about your impairments. It includes
treating sources, nontreating sources,
and nonexamining sources.

* * * * *

Medical sources refers to acceptable
medical sources, or other health care
providers who are not acceptable
medical sources.

Nonexamining source means a
physician, psychologist, or other
acceptable medical source who has not
examined you but provides a medical or
other opinion in your case. At the
administrative law judge hearing and
Appeals Council levels of the
administrative review process, it
includes State agency medical and
psychological consultants, other

program physicians and psychologists,
and medical experts we consult. See
§404.1527.

Nontreating source means a
physician, psychologist, or other
acceptable medical source who has
examined you but does not have, or did
not have, an ongoing treatment
relationship with you. The term
includes an acceptable medical source
who is a consultative examiner for us,
when the consultative examiner is not
your treating source. See §404.1527.

* * * * *

Treating source means your own
physician, psychologist, or other
acceptable medical source who provides
you, or has provided you, with medical
treatment or evaluation and who has, or
has had, an ongoing treatment
relationship with you. Generally, we
will consider that you have an ongoing
treatment relationship with an
acceptable medical source when the
medical evidence establishes that you
see, or have seen, the source with a
frequency consistent with accepted
medical practice for the type of
treatment and/or evaluation required for
your medical condition(s). We may
consider an acceptable medical source
who has treated or evaluated you only
a few times or only after long intervals
(e.g., twice a year) to be your treating
source if the nature and frequency of the
treatment or evaluation is typical for
your condition(s). We will not consider
an acceptable medical source to be your
treating source if your relationship with
the source is not based on your medical
need for treatment or evaluation, but
solely on your need to obtain a report
in support of your claim for disability.
In such a case, we will consider the
acceptable medical source to be a
nontreating source.

* * * * *

You or your means, as appropriate,
the person who applies for benefits or
for a period of disability, the person for
whom an application is filed, or the
person who is receiving benefits based
on disability or blindness.

3. Section 404.1512 is amended by
revising paragraph (b)(6) to read as
follows:

§404.1512 Evidence of your impairment.

* * * * *
(b) * % %
* * * * *

(6) At the administrative law judge
and Appeals Council levels, findings,
other than the ultimate determination
about whether you are disabled, made
by State agency medical or
psychological consultants and other
program physicians or psychologists,

and opinions expressed by medical
experts we consult based on their
review of the evidence in your case
record. See §§404.1527(f)(2) and (f)(3).

* * * * *

4. Section 404.1513 is amended by
revising the first sentence of paragraph
(b)(6) and paragraph (c) to read as
follows:

§404.1513 Medical evidence of your

impairment.

* * * * *
(b) L

* * * * *

(6) A statement about what you can
still do despite your impairment(s)
based on the acceptable medical
source’s findings on the factors under
paragraphs (b)(1) through (b)(5) of this
section (except in statutory blindness
claims). * * *

(c) Statements about what you can
still do. At the administrative law judge
and Appeals Council levels, we will
consider residual functional capacity
assessments made by State agency
medical and psychological consultants
and other program physicians and
psychologists to be “statements about
what you can still do” made by
nonexamining physicians and
psychologists based on their review of
the evidence in the case record.
Statements about what you can still do
(based on the acceptable medical
source’s findings on the factors under
paragraphs (b)(1) through (b)(5) of this
section) should describe, but are not
limited to, the kinds of physical and
mental capabilities listed as follows (See
§§404.1527 and 404.1545(c)):

(1) The acceptable medical source’s
opinion about your ability, despite your
impairment(s), to do work-related
activities such as sitting, standing,
walking, lifting, carrying, handling
objects, hearing, speaking, and traveling;
and

(2) In cases of mental impairment(s),
the acceptable medical source’s opinion
about your ability to understand, to
carry out and remember instructions,
and to respond appropriately to
supervision, coworkers, and work

pressures in a work setting.
* * * * *

5. Section 404.1519 is amended by
revising the first sentence to read as
follows:

§404.1519 The consultative examination.
A consultative examination is a
physical or mental examination or test
purchased for you at our request and
expense from a treating source or
another medical source, including a
pediatrician when appropriate. * * *
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6. Section 404.1519g is amended by
revising the last sentence of paragraph
(a) and the first sentence of paragraph
(c) to read as follows:

§404.15199 Who we will select to perform
a consultative examination.

(@) * * * For a more complete list of
medical sources, see §404.1513.

* * * * *

(c) The medical source we choose
may use support staff to help perform
the consultative examination. * * *

7. Section 404.1519h is revised to
read as follows:

§404.1519h Your treating source.

When in our judgment your treating
source is qualified, equipped, and
willing to perform the additional
examination or tests for the fee schedule
payment, and generally furnishes
complete and timely reports, your
treating source will be the preferred

source to do the purchased examination.

Even if only a supplemental test is
required, your treating source is
ordinarily the preferred source.

8. Section 404.1519i is revised to read
as follows:

§404.1519i Other sources for consultative
examinations.

We will use a medical source other
than your treating source for a
purchased examination or test in
situations including, but not limited to,
the following situations:

(a) Your treating source prefers not to
perform such an examination or does
not have the equipment to provide the
specific data needed;

(b) There are conflicts or
inconsistencies in your file that cannot
be resolved by going back to your
treating source;

(c) You prefer a source other than
your treating source and have a good
reason for your preference;

(d) We know from prior experience
that your treating source may not be a
productive source, e.g., he or she has
consistently failed to provide complete
or timely reports.

9. Section 404.1519j is revised to read
as follows:

§404.1519j Objections to the medical
source designated to perform the
consultative examination.

You or your representative may object
to your being examined by a medical
source we have designated to perform a
consultative examination. If there is a
good reason for the objection, we will
schedule the examination with another
medical source. A good reason may be
that the medical source we designated
had previously represented an interest

adverse to you. For example, the
medical source may have represented
your employer in a workers’
compensation case or may have been
involved in an insurance claim or legal
action adverse to you. Other things we
will consider include: The presence of
a language barrier, the medical source’s
office location (e.g., 2nd floor, no
elevator), travel restrictions, and
whether the medical source had
examined you in connection with a
previous disability determination or
decision that was unfavorable to you. If
your objection is that a medical source
allegedly ““lacks objectivity’” in general,
but not in relation to you personally, we
will review the allegations. See
§404.1519s. To avoid a delay in
processing your claim, the consultative
examination in your case will be
changed to another medical source
while a review is being conducted. We
will handle any objection to use of the
substitute medical source in the same
manner. However, if we had previously
conducted such a review and found that
the reports of the medical source in
question conformed to our guidelines,
we will not change your examination.

10. Section 404.1519k is amended by
revising the introductory text to read as
follows:

§404.1519k Purchase of medical
examinations, laboratory tests, and other
services.

We may purchase medical
examinations, including psychiatric and
psychological examinations, X-rays and
laboratory tests (including specialized
tests, such as pulmonary function
studies, electrocardiograms, and stress

tests) from a medical source.
* * * * *

11. Section 404.1519m is amended by
revising the first and last sentences to
read as follows:

§404.1519m Diagnostic tests or
procedures.

We will request the results of any
diagnostic tests or procedures that have
been performed as part of a workup by
your treating source or other medical
source and will use the results to help
us evaluate impairment severity or
prognosis. * * * The responsibility for
deciding whether to perform the
examination rests with the medical
source designated to perform the
consultative examination.

12. Section 404.1519n is amended by
revising the section heading and the
first and last sentences of the
introductory text, adding a heading to
paragraph (a), revising the first sentence
of paragraph (a) introductory text,
revising the last two sentences of

paragraph (b), revising the second
sentence of and adding two sentences at
the end of paragraph (c)(6), and revising
paragraphs (c)(7) and (e) to read as
follows:

§404.1519n Informing the medical source
of examination scheduling, report content,
and signature requirements.

The medical sources who perform
consultative examinations will have a
good understanding of our disability
programs and their evidentiary
requirements. * * * We will fully
inform medical sources who perform
consultative examinations at the time
we first contact them, and at subsequent
appropriate intervals, of the following
obligations:

(a) Scheduling. In scheduling full
consultative examinations, sufficient
time should be allowed to permit the
medical source to take a case history
and perform the examination, including
any needed tests. * * *

* * * * *

(b) Report content. * * * The report
should reflect your statement of your
symptoms, not simply the medical
source’s statements or conclusions. The
medical source’s report of the
consultative examination should
include the objective medical facts as
well as observations and opinions.

(C) * *x %

* * * * *

(6) * * * This statement should
describe the opinion of the medical
source about your ability, despite your
impairment(s), to do work-related
activities, such as sitting, standing,
walking, lifting, carrying, handling
objects, hearing, speaking, and traveling;
and, in cases of mental impairment(s),
the opinion of the medical source about
your ability to understand, to carry out
and remember instructions, and to
respond appropriately to supervision,
coworkers and work pressures in a work
setting. Although we will ordinarily
request, as part of the consultative
examination process, a medical source
statement about what you can still do
despite your impairment(s), the absence
of such a statement in a consultative
examination report will not make the
report incomplete. See §404.1527; and

(7) In addition, the medical source
will consider, and provide some
explanation or comment on, your major
complaint(s) and any other
abnormalities found during the history
and examination or reported from the
laboratory tests. The history,
examination, evaluation of laboratory
test results, and the conclusions will
represent the information provided by
the medical source who signs the report.
* * * * *
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(e) Signature requirements. All
consultative examination reports will be
personally reviewed and signed by the
medical source who actually performed
the examination. This attests to the fact
that the medical source doing the
examination or testing is solely
responsible for the report contents and
for the conclusions, explanations or
comments provided with respect to the
history, examination and evaluation of
laboratory test results. The signature of
the medical source on a report
annotated ‘“not proofed” or “dictated
but not read” is not acceptable. A rubber
stamp signature of a medical source or
the medical source’s signature entered
by any other person is not acceptable.

13. Section 404.15190 is amended by
revising the last sentence of paragraph
(a) introductory text and the last
sentence of paragraph (b) introductory
text to read as follows:

§404.15190 When a properly signed
consultative examination report has not
been received.

* * * * *

(a) When we will make determinations
and decisions without a properly signed
report. * * * After we have made the
determination or decision, we will
obtain a properly signed report and
include it in the file unless the medical
source who performed the original
consultative examination has died:

* * * * *

(b) When we will not make
determinations and decisions without a
properly signed report. * * * If the
signature of the medical source who
performed the original examination
cannot be obtained because the medical
source is out of the country for an
extended period of time, or on an
extended vacation, seriously ill,
deceased, or for any other reason, the
consultative examination will be
rescheduled with another medical
source:

* * * * *

14. Section 404.1519p is amended by
revising paragraphs (b) and (c) to read
as follows:

§404.1519p Reviewing reports of
consultative examinations.
* * * * *

(b) If the report is inadequate or
incomplete, we will contact the medical
source who performed the consultative
examination, give an explanation of our
evidentiary needs, and ask that the
medical source furnish the missing
information or prepare a revised report.

(c) With your permission, or when the
examination discloses new diagnostic
information or test results that reveal a
potentially life-threatening situation, we

will refer the consultative examination
report to your treating source. When we
refer the consultative examination
report to your treating source without
your permission, we will notify you that

we have done so.
* * * * *

15. Section 404.1519s is amended by
revising paragraph (e)(2) and the first
sentence of paragraph (f)(6) to read as
follows:

§404.1519s Authorizing and monitoring
the consultative examination.
* * * * *

(e] R

(2) Any consultative examination
provider with a practice directed
primarily towards evaluation
examinations rather than the treatment
of patients; or
* * * * *

L

(6) Procedures for providing medical
or supervisory approval for the
authorization or purchase of
consultative examinations and for
additional tests or studies requested by
consulting medical sources. * * *

* * * * *

16. Section 404.1527 is amended by
revising the section heading, the third
sentence of paragraph (d)(2), the
heading of paragraph (e), paragraph
(e)(2), the heading and introductory text
of paragraph (), and paragraph (f)(2), by
adding a sentence to the end of
paragraph (d)(6), by adding introductory
text to paragraph (e), and by adding
paragraph (e)(3) to read as follows:

§404.1527 Evaluating opinion evidence.

(d)* * *

(2) Treatment relationship.
When we do not give the treating
source’s opinion controlling weight, we
apply the factors listed in paragraphs
(d)(2)(1) and (d)(2)(ii) of this section, as
well as the factors in paragraphs (d)(3)
through (d)(6) of this section in
determining the weight to give the
opinion. * * *

* * * * *

* x %

(6) Other factors. * * * For example,
the amount of understanding of our
disability programs and their
evidentiary requirements that an
acceptable medical source has,
regardless of the source of that
understanding, and the extent to which
an acceptable medical source is familiar
with the other information in your case
record are relevant factors that we will
consider in deciding the weight to give
to a medical opinion.

(e) Medical source opinions on issues
reserved to the Commissioner. Opinions

on some issues, such as the examples
that follow, are not medical opinions, as
described in paragraph (a)(2) of this
section, but are, instead, opinions on
issues reserved to the Commissioner
because they are administrative findings
that are dispositive of a case; i.e., that
would direct the determination or
decision of disability.

* * * * *

(2) Other opinions on issues reserved
to the Commissioner. We use medical
sources, including your treating source,
to provide evidence, including
opinions, on the nature and severity of
your impairment(s). Although we
consider opinions from medical sources
on issues such as whether your
impairment(s) meets or equals the
requirements of any impairment(s) in
the Listing of Impairments in appendix
1 to this subpart, your residual
functional capacity (see §§404.1545 and
404.1546), or the application of
vocational factors, the final
responsibility for deciding these issues
is reserved to the Commissioner.

(3) We will not give any special
significance to the source of an opinion
on issues reserved to the Commissioner
described in paragraphs (e)(1) and (e)(2)
of this section.

(f) Opinions of nonexamining sources.
We consider all evidence from
nonexamining sources to be opinion
evidence. When we consider the
opinions of nonexamining sources, we
apply the rules in paragraphs (a)
through (e) of this section. In addition,
the following rules apply to State
agency medical and psychological
consultants, other program physicians
and psychologists, and medical experts
we consult in connection with
administrative law judge hearings and
Appeals Council review:

* * * * *

(2) Administrative law judges are
responsible for reviewing the evidence
and making findings of fact and
conclusions of law. They will consider
opinions of State agency medical or
psychological consultants, other
program physicians and psychologists,
and medical experts as follows:

(i) Administrative law judges are not
bound by any findings made by State
agency medical or psychological
consultants, or other program
physicians or psychologists. However,
State agency medical and psychological
consultants and other program
physicians and psychologists are highly
qualified physicians and psychologists
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who are also experts in Social Security
disability evaluation. Therefore,
administrative law judges must consider
findings of State agency medical and
psychological consultants or other
program physicians or psychologists as
opinion evidence, except for the
ultimate determination about whether
you are disabled. See § 404.1512(b)(6).

(ii) When an administrative law judge
considers findings of a State agency
medical or psychological consultant or
other program physician or
psychologist, the administrative law
judge will evaluate the findings using
relevant factors in paragraphs (a)
through (e) of this section, such as the
physician’s or psychologist’s medical
specialty and expertise in our rules, the
supporting evidence in the case record,
supporting explanations provided by
the physician or psychologist, and any
other factors relevant to the weighing of
the opinions. Unless the treating
source’s opinion is given controlling
weight, the administrative law judge
must explain in the decision the weight
given to the opinions of a State agency
medical or psychological consultant or
other program physician or
psychologist, as the administrative law
judge must do for any opinions from
treating sources, nontreating sources,
and other nonexamining sources who
do not work for us.

(iii) Administrative law judges may
also ask for and consider opinions from
medical experts on the nature and
severity of your impairment(s) and on
whether your impairment(s) equals the
requirements of any impairment listed
in appendix 1 to this subpart. When
administrative law judges consider
these opinions, they will evaluate them
using the rules in paragraphs (a) through
(e) of this section.

* * * * *

PART 416—SUPPLEMENTAL
SECURITY INCOME FOR THE AGED,
BLIND, AND DISABLED

Subpart —[Amended]

17. The authority citation for subpart
I of part 416 continues to read as
follows:

Authority: Secs. 702(a)(5), 1611, 1614,
1619, 1631(a), (c), and (d)(1), and 1633 of the
Social Security Act (42 U.S.C. 902(a)(5),
1382, 1382c¢, 1382h, 1383(a), (c), and (d)(1),
and 1383b); secs. 4(c) and 5, 6(c)—(e), 14(a)
and 15, Pub. L. 98-460, 98 Stat. 1794, 1801,
1802, and 1808 (42 U.S.C. 421 note, 423 note,
1382h note).

18. Section 416.902 is amended by
republishing the introductory text,
removing the terms ““Secretary,”
“Source of record,” and “You,” revising

the definitions of “Medical sources”
and ‘“Treating source,” and adding
definitions in the appropriate
alphabetical order for the terms
‘““Acceptable medical source,”
“Nonexamining source,” “Nontreating
source,” and “You or your” to read as
follows:

§416.902 General definitions and terms
for this subpart.

As used in the subpart—

Acceptable medical source refers to
one of the sources described in
§416.913(a) who provides evidence
about your impairments. It includes
treating sources, nontreating sources,
and nonexamining sources.

* * * * *

Medical sources refers to acceptable
medical sources, or other health care
providers who are not acceptable
medical sources.

Nonexamining source means a
physician, psychologist, or other
acceptable medical source who has not
examined you but provides a medical or
other opinion in your case. At the
administrative law judge hearing and
Appeals Council levels of the
administrative review process, it
includes State agency medical and
psychological consultants, other
program physicians and psychologists,
and medical experts we consult. See
§416.927.

Nontreating source means a
physician, psychologist, or other
acceptable medical source who has
examined you but does not have, or did
not have, an ongoing treatment
relationship with you. The term
includes an acceptable medical source
who is a consultative examiner for us,
when the consultative examiner is not
your treating source. See §416.927.

* * * * *

Treating source means your own
physician, psychologist, or other
acceptable medical source who provides
you, or has provided you, with medical
treatment or evaluation and who has, or
has had, an ongoing treatment
relationship with you. Generally, we
will consider that you have an ongoing
treatment relationship with an
acceptable medical source when the
medical evidence establishes that you
see, or have seen, the source with a
frequency consistent with accepted
medical practice for the type of
treatment and/or evaluation required for
your medical condition(s). We may
consider an acceptable medical source
who has treated or evaluated you only
a few times or only after long intervals
(e.g., twice a year) to be your treating
source if the nature and frequency of the
treatment or evaluation is typical for

your condition(s). We will not consider
an acceptable medical source to be your
treating source if your relationship with
the source is not based on your medical
need for treatment or evaluation, but
solely on your need to obtain a report
in support of your claim for disability.
In such a case, we will consider the
acceptable medical source to be a

nontreating source.
* * * * *

You or your means, as appropriate,
the person who applies for benefits, the
person for whom an application is filed,
or the person who is receiving benefits
based on disability or blindness.

19. Section 416.912 is amended by
revising paragraph (b)(6) to read as
follows:

§416.912 Evidence of your impairment.

* * * * *

(b) L

(6) At the administrative law judge
and Appeals Council levels, findings,
other than the ultimate determination
about whether you are disabled, made
by State agency medical or
psychological consultants and other
program physicians or psychologists,
and opinions expressed by medical
experts we consult based on their
review of the evidence in your case
record. See §§416.927(f)(2) and (f)(3).

* * * * *

20. Section 416.913 is amended by
revising the first sentence of paragraph
(b)(6) and paragraph (c) to read as
follows:

§416.913 Medical evidence of your
impairment.
* * * * *

(b) L

(6) A statement about what you can
still do despite your impairment(s)
based on the acceptable medical
source’s findings on the factors under
paragraphs (b)(1) through (b)(5) of this
section (except in statutory blindness
claims). * * *

(c) Statements about what you can
still do. At the administrative law judge
and Appeals Council levels, we will
consider residual functional capacity
assessments made by State agency
medical and psychological consultants
and other program physicians and
psychologists to be “statements about
what you can still do” made by
nonexamining physicians and
psychologists based on their review of
the evidence in the case record.
Statements about what you can still do
(based on the acceptable medical
source’s findings on the factors under
paragraphs (b)(1) through (b)(5) of this
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section) should describe, but are not
limited to, the kinds of physical and
mental capabilities listed as follows (See
§§416.927 and 416.945(c)):

(1) If you are an adult, the acceptable
medical source’s opinion about your
ability, despite your impairment(s), to
do work-related activities such as
sitting, standing, walking, lifting,
carrying, handling objects, hearing,
speaking, and traveling;

(2) If you are an adult, in cases of
mental impairment(s), the acceptable
medical source’s opinion about your
ability to understand, to carry out and
remember instructions, and to respond
appropriately to supervision, coworkers,
and work pressures in a work setting;
and

(3) If you are a child, the acceptable
medical source’s opinion about your
functional limitations in learning, motor
functioning, performing self-care
activities, communicating, socializing,
and completing tasks (and, if you are a
newborn or young infant from birth to

age 1, responsiveness to stimuli).
* * * * *

21. Section 416.919 is amended by
revising the first sentence to read as
follows:

§416.919 The consultative examination.

A consultative examination is a
physical or mental examination or test
purchased for you at our request and
expense from a treating source or
another medical source, including a
pediatrician when appropriate. * * *

22. Section 416.919¢g is amended by
revising the last sentence of paragraph
(a) and the first sentence of paragraph
(c) to read as follows:

§416.9199 Who we will select to perform
a consultative examination.

(a) * * * For a more complete list of
medical sources, see §416.913.

* * * * *

(c) The medical source we choose
may use support staff to help perform
the consultative examination. * * *

23. Section 416.919h is revised to
read as follows:

§416.919h Your treating source.

When in our judgment your treating
source is qualified, equipped, and
willing to perform the additional
examination or tests for the fee schedule
payment, and generally furnishes
complete and timely reports, your
treating source will be the preferred
source to do the purchased examination.
Even if only a supplemental test is
required, your treating source is
ordinarily the preferred source.

24. Section 416.919i is revised to read
as follows:

§416.919i Other sources for consultative
examinations.

We will use a medical source other
than your treating source for a
purchased examination or test in
situations including, but not limited to,
the following situations:

(a) Your treating source prefers not to
perform such an examination or does
not have the equipment to provide the
specific data needed;

(b) There are conflicts or
inconsistencies in your file that cannot
be resolved by going back to your
treating source;

(c) You prefer a source other than
your treating source and have a good
reason for your preference;

(d) We know from prior experience
that your treating source may not be a
productive source, e.g., he or she has
consistently failed to provide complete
or timely reports.

25. Section 416.919j is revised to read
as follows:

§416.919] Objections to the medical
source designated to perform the
consultative examination.

You or your representative may object
to your being examined by a medical
source we have designated to perform a
consultative examination. If there is a
good reason for the objection, we will
schedule the examination with another
medical source. A good reason may be
that the medical source we designated
had previously represented an interest
adverse to you. For example, the
medical source may have represented
your employer in a workers’
compensation case or may have been
involved in an insurance claim or legal
action adverse to you. Other things we
will consider include: The presence of
a language barrier, the medical source’s
office location (e.g., 2nd floor, no
elevator), travel restrictions, and
whether the medical source had
examined you in connection with a
previous disability determination or
decision that was unfavorable to you. If
your objection is that a medical source
allegedly ““lacks objectivity” in general,
but not in relation to you personally, we
will review the allegations. See
§416.919s. To avoid a delay in
processing your claim, the consultative
examination in your case will be
changed to another medical source
while a review is being conducted. We
will handle any objection to use of the
substitute medical source in the same
manner. However, if we had previously
conducted such a review and found that
the reports of the medical source in
question conformed to our guidelines,
we will not change your examination.

26. Section 416.919k is amended by
revising the introductory text to read as
follows:

§416.919k Purchase of medical
examinations, laboratory tests, and other
services.

We may purchase medical
examinations, including psychiatric and
psychological examinations, X-rays and
laboratory tests (including specialized
tests, such as pulmonary function
studies, electrocardiograms, and stress

tests) from a medical source.
* * * * *

27. Section 416.919m is amended by
revising the first and last sentences to
read as follows:

§416.919m Diagnostic tests or
procedures.

We will request the results of any
diagnostic tests or procedures that have
been performed as part of a workup by
your treating source or other medical
source and will use the results to help
us evaluate impairment severity or
prognosis. * * * The responsibility for
deciding whether to perform the
examination rests with the medical
source designated to perform the
consultative examination.

28. Section 416.919n is amended by
revising the section heading and the
first and last sentences of the
introductory text, adding a heading to
paragraph (a), revising the first sentence
of paragraph (a) introductory text,
revising the last two sentences of
paragraph (b), revising the second and
third sentences of and adding two
sentences at the end of paragraph (c)(6),
and revising paragraphs (c)(7) and (e) to
read as follows:

§416.919n Informing the medical source
of examination scheduling, report content,
and signature requirements.

The medical sources who perform
consultative examinations will have a
good understanding of our disability
programs and their evidentiary
requirements. * * * We will fully
inform medical sources who perform
consultative examinations at the time
we first contact them, and at subsequent
appropriate intervals, of the following
obligations:

(a) Scheduling. In scheduling full
consultative examinations, sufficient
time should be allowed to permit the
medical source to take a case history
and perform the examination, including
any needed tests. * * *

* * * * *

(b) Report content. * * * The report
should reflect your statement of your
symptoms, not simply the medical
source’s statements or conclusions. The
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medical source’s report of the
consultative examination should
include the objective medical facts as
well as observations and opinions.

(c) * x %

(6) * * * If you are an adult, this
statement should describe the opinion
of the medical source about your ability,
despite your impairment(s), to do work-
related activities, such as sitting,
standing, walking, lifting, carrying,
handling objects, hearing, speaking, and
traveling; and, in cases of mental
impairment(s), the opinion of the
medical source about your ability to
understand, to carry out and remember
instructions, and to respond
appropriately to supervision, coworkers
and work pressures in a work setting. If
you are a child, this statement should
describe the opinion of the medical
source about your functional limitations
in learning, motor functioning,
performing self-care activities,
communicating, socializing, and
completing tasks (and, if you are a
newborn or young infant from birth to
age 1, responsiveness to stimuli).
Although we will ordinarily request, as
part of the consultative examination
process, a medical source statement
about what you can still do despite your
impairment(s), the absence of such a
statement in a consultative examination
report will not make the report
incomplete. See §416.927; and

(7) In addition, the medical source
will consider, and provide some
explanation or comment on, your major
complaint(s) and any other
abnormalities found during the history
and examination or reported from the
laboratory tests. The history,
examination, evaluation of laboratory
test results, and the conclusions will
represent the information provided by

the medical source who signs the report.
* * * * *

(e) Signature requirements. All
consultative examination reports will be
personally reviewed and signed by the
medical source who actually performed
the examination. This attests to the fact
that the medical source doing the
examination or testing is solely
responsible for the report contents and
for the conclusions, explanations or
comments provided with respect to the
history, examination and evaluation of
laboratory test results. The signature of
the medical source on a report
annotated “‘not proofed” or “dictated
but not read” is not acceptable. A rubber
stamp signature of a medical source or
the medical source’s signature entered
by any other person is not acceptable.

29. Section 416.9190 is amended by
revising the last sentence of paragraph
(a) introductory text and the last
sentence of paragraph (b) introductory
text to read as follows:

§416.9190 When a properly signed
consultative examination report has not
been received.

* * * * *

(a) When we will make determinations
and decisions without a properly signed
report. * * * After we have made the
determination or decision, we will
obtain a properly signed report and
include it in the file unless the medical
source who performed the original
consultative examination has died:

* * * * *

(b) When we will not make
determinations and decisions without a
properly signed report. * * * If the
signature of the medical source who
performed the original examination
cannot be obtained because the medical
source is out of the country for an
extended period of time, or on an
extended vacation, seriously ill,
deceased, or for any other reason, the
consultative examination will be
rescheduled with another medical
source:

* * * * *

30. Section 416.919p is amended by
revising paragraphs (b) and (c) to read
as follows:

§416.919p Reviewing reports of
consultative examinations.
* * * * *

(b) If the report is inadequate or
incomplete, we will contact the medical
source who performed the consultative
examination, give an explanation of our
evidentiary needs, and ask that the
medical source furnish the missing
information or prepare a revised report.

(c) With your permission, or when the
examination discloses new diagnostic
information or test results that reveal a
potentially life-threatening situation, we
will refer the consultative examination
report to your treating source. When we
refer the consultative examination
report to your treating source without
your permission, we will notify you that
we have done so.

* * * * *

31. Section 416.919s is amended by
revising paragraph (e)(2) and the first
sentence of paragraph (f)(6) to read as
follows:

§416.919s Authorizing and monitoring the
consultative examination.
* * * * *

(e]* L

(2) Any consultative examination
provider with a practice directed
primarily towards evaluation
examinations rather than the treatment

of patients; or
* * * * *

(f)* * %

(6) Procedures for providing medical
or supervisory approval for the
authorization or purchase of
consultative examinations and for
additional tests or studies requested by
consulting medical sources. * * *

* * * * *

32. Section 416.927 is amended by
revising the section heading, the third
sentence of paragraph (d)(2), the
heading of paragraph (e), paragraph
(e)(2), the heading and introductory text
of paragraph (f), and paragraph (f)(2), by
adding a sentence to the end of
paragraph (d)(6), by adding introductory
text to paragraph (e), and by adding
paragraph (e)(3) to read as follows:

§416.927 Evaluating opinion evidence.
* * * * *

(d) * ok %

(2) Treatment relationship.
When we do not give the treating
source’s opinion controlling weight, we
apply the factors listed in paragraphs
(d)(2)(i) and (d)(2)(ii) of this section, as
well as the factors in paragraphs (d)(3)
through (d)(6) of this section in
determining the weight to give the
opinion. * * *

EE

(6) Other factors. * * * For example,
the amount of understanding of our
disability programs and their
evidentiary requirements that an
acceptable medical source has,
regardless of the source of that
understanding, and the extent to which
an acceptable medical source is familiar
with the other information in your case
record are relevant factors that we will
consider in deciding the weight to give
to a medical opinion.

(e) Medical source opinions on issues
reserved to the Commissioner. Opinions
on some issues, such as the examples
that follow, are not medical opinions, as
described in paragraph (a)(2) of this
section, but are, instead, opinions on
issues reserved to the Commissioner
because they are administrative findings
that are dispositive of a case; i.e., that
would direct the determination or
decision of disability.

* * * * *

(2) Other opinions on issues reserved
to the Commissioner. We use medical
sources, including your treating source,
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to provide evidence, including
opinions, on the nature and severity of
your impairment(s). Although we
consider opinions from medical sources
on issues such as whether your
impairment(s) meets or equals the
requirements of any impairment(s) in
the Listing of Impairments in appendix
1 to subpart P of part 404 of this
chapter, your residual functional
capacity (see §§416.945 and 416.946),
or the application of vocational factors,
the final responsibility for deciding
these issues is reserved to the
Commissioner.

(3) We will not give any special
significance to the source of an opinion
on issues reserved to the Commissioner
described in paragraphs (e)(1) and (e)(2)
of this section.

(f) Opinions of nonexamining sources.
We consider all evidence from
nonexamining sources to be opinion
evidence. When we consider the
opinions of nonexamining sources, we
apply the rules in paragraphs (a)
through (e) of this section. In addition,
the following rules apply to State
agency medical and psychological
consultants, other program physicians
and psychologists, and medical experts
we consult in connection with
administrative law judge hearings and
Appeals Council review:

* * * * *

(2) Administrative law judges are
responsible for reviewing the evidence
and making findings of fact and
conclusions of law. They will consider
opinions of State agency medical or
psychological consultants, other
program physicians and psychologists,
and medical experts as follows:

(i) Administrative law judges are not
bound by any findings made by State
agency medical or psychological
consultants, or other program
physicians or psychologists. However,
State agency medical and psychological
consultants and other program
physicians and psychologists are highly
qualified physicians and psychologists
who are also experts in Social Security
disability evaluation. Therefore,
administrative law judges must consider
findings of State agency medical and
psychological consultants or other
program physicians or psychologists as
opinion evidence, except for the
ultimate determination about whether
you are disabled. See §416.912(b)(6).

(ii) When an administrative law judge
considers findings of a State agency
medical or psychological consultant or
other program physician or
psychologist, the administrative law
judge will evaluate the findings using
relevant factors in paragraphs (a)

through (e) of this section, such as the
physician’s or psychologist’s medical
specialty and expertise in our rules, the
supporting evidence in the case record,
supporting explanations provided by
the physician or psychologist, and any
other factors relevant to the weighing of
the opinions. Unless the treating
source’s opinion is given controlling
weight, the administrative law judge
must explain in the decision the weight
given to the opinions of a State agency
medical or psychological consultant or
other program physician or
psychologist, as the administrative law
judge must do for any opinions from
treating sources, nontreating sources,
and other nonexamining sources who
do not work for us.

(iii) Administrative law judges may
also ask for and consider opinions from
medical experts on the nature and
severity of your impairment(s) and on
whether your impairment(s) equals the
requirements of any impairment listed
in appendix 1 to subpart P of part 404
of this chapter. When administrative
law judges consider these opinions, they
will evaluate them using the rules in
paragraphs (a) through (e) of this
section.

* * * * *

[FR Doc. 00-5035 Filed 3—-6—-00; 8:45 am]
BILLING CODE 4191-02-U

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 20
[Docket No. 98N-0518]
Public Information; Communications

With State and Foreign Government
Officials

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing final
regulations governing communications
with State and foreign government
officials. The rule states that FDA may
disclose confidential commercial
information to international
organizations having responsibility to
facilitate global or regional
harmonization of standards and
requirements. These disclosures will, in
almost all instances, occur only with the
consent of the person who submitted
the confidential commercial information
to FDA. The rule also streamlines the
process for FDA officials to disclose

certain nonpublic, predecisional
documents (such as draft rules and
guidance documents) to State and
foreign government officials. The rule
does not alter current procedures for
sharing documents that contain
confidential commercial information.
These changes are intended to facilitate
information exchanges with State and
foreign governments and certain
international organizations.

DATES: This rule becomes effective on
May 22, 2000.

FOR FURTHER INFORMATION CONTACT:
Philip L. Chao, Office of Policy,
Planning, and Legislation (HF-23), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-827—
3380.

SUPPLEMENTARY INFORMATION:

I. Introduction

In the Federal Register of July 27,
1998 (63 FR 40069), FDA published a
proposed rule that would facilitate its
communications with foreign
governments. Current FDA regulations
at §20.89 (21 CFR 20.89) permit FDA to
disclose confidential commercial
information and nonpublic,
predecisional documents to foreign
governments. Nonpublic, predecisional
documents are disclosed under
§20.89(d) only if they do not contain
unredacted confidential commercial
information (such as draft FDA
guidance documents or regulations).
These disclosures are subject to certain
safeguards. These safeguards include
obtaining a written statement from the
foreign government agency establishing
that agency’s authority to protect the
confidential commercial information
from public disclosure, and a written
commitment not to disclose such
information without written permission
from the person who created or
submitted the confidential commercial
information (the “sponsor”) or written
confirmation from FDA that the
information is no longer confidential.
Similar safeguards exist regarding
exchanges of nonpublic, predecisional
information.

A similar regulation for
communications with State government
officials exists at § 20.88 (21 CFR 20.88).

FDA published the proposed rule to
accomplish several goals. First, the
proposed rule would amend
§§20.88(e)(1)(i) and 20.89(d)(1)(i) to
eliminate the requirement for the
written statement and written
commitment for exchanges involving
solely nonpublic, predecisional
information. As explained in the
preamble to the proposed rule, it
appears that requiring written
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statements from the receiving foreign
government agencies is contrary to
customary international practice, in
which drafts of such documents are
routinely shared with trusted
individuals in foreign government
counterpart agencies as part of a well—
understood and well—established
practice that provides that those
individuals and their agencies will not
disclose the documents or make them
public (63 FR 40069 at 40071). FDA’s
experience with § 20.89 also indicates
that officials in some foreign agencies
have been reluctant to execute these
written statements for various reasons,
including uncertainty as to who in their
respective government agencies
possesses the requisite authority to sign
such a statement, or concerns that the
written statements might, under their
government’s policies or laws, be
considered an international agreement
that might require new national
legislation or legislative consent. FDA
further noted in the preamble to the
proposed rule that, because the
information exchanges in question
involve nonpublic, predecisional
documents that do not contain
confidential commercial information,
the written statements add little value to
protecting the information exchange
process because only FDA’s deliberative
interests would be directly affected by a
premature public disclosure.

Second, the proposal would revise
§20.89 to permit FDA to disclose to
international organizations both
confidential commercial information
and nonpublic, predecisional
information. Disclosures of confidential
commercial information to an
international organization would be
subject to the same safeguards that
apply to disclosures of such information
to foreign government agencies,
including a written statement, a written
commitment, and, in most cases, the
sponsor’s consent. The preamble to the
proposed rule described an instance in
which the Pan American Health
Organization (PAHO) requested certain
manufacturing and product quality
information from FDA after a product
contamination incident, and FDA was
unable to disclose the information to
PAHO until non-FDA sources had
publicly disclosed the information (63
FR 40069 at 40071). Thus, the proposal
would address situations in which an
international organization seeks to
obtain confidential commercial
information from FDA by moving the
language regarding an “official of a
foreign government agency” from
§ 20.89(d)(3)—where it applies only to
disclosures of nonpublic, predecisional

documents—to a new § 20.89(e), so that
it would apply to all disclosures under
§20.89. The proposal would also revise
the reference to international
organizations to refer to international
organizations that facilitate “global or
regional”” harmonization of standards
and requirements. The reference to
“regional” harmonization efforts would
reflect the fact that some international
organizations operate primarily on a
regional, rather than global, scale.

Finally, the proposed rule would
clarify that the term “official of a foreign
government” in proposed § 20.89(e)
includes, but is not limited to,
permanent and temporary employees of,
and agents contracted by, a foreign
government. This clarification was
needed because the existing rule
expressly mentioned agents, but not
employees of the foreign government
(63 FR 40069 at 40071).

I1. Discussion of Comments on the
Proposed Rule

FDA received four comments on the
proposed rule, including one comment
from a foreign government. Three
comments, submitted by pharmaceutical
companies and a trade association,
opposed the rule. The fourth comment,
submitted by a foreign government
agency, supported the rule.

A. Sections 20.88(e)(1) and 20.89(d)(1)—
Eliminating the Requirement of a
Written Statement and a Written
Commitment From State and Foreign
Governments for Exchanges of
Nonpublic, Predecisional Documents

As stated earlier, the proposal would
revise §§20.88(e)(1) and 20.89(d)(1) to
eliminate the requirement whereby a
U.S. State or foreign government agency
official must provide a written
statement concerning that agency’s
ability to protect nonpublic,
predecisional documents from public
disclosure and a written commitment
not to disclose any nonpublic,
predecisional documents without FDA’s
written confirmation that the document
no longer has nonpublic status.

1. One comment from a foreign
government agency stated that it
“welcomels] FDA’s recognition that the
previous requirement for a written
undertaking has been contrary to
customary international practice” and
that it, too, was aware that ““in some
countries legal difficulties have arisen
over providing FDA with such
undertakings.” The comment stated that
the rule would help simplify
communications between the two
countries.

In contrast, one comment from a
pharmaceutical trade association

opposed giving nonpublic,
predecisional documents to State and
foreign governments, stating that FDA’s
rationale was ‘‘difficult to follow,” that
the written statements are not “overly
burdensome,” and that FDA would be
“putting the competitive interests of
United States companies at risk.” The
comment added that “the concerns
expressed by foreign governments are
not applicable to United States
government agencies’” and that “the
exemptions from [the Freedom of
Information Act] for pre-decisional
documents and confidential commercial
information should not be undermined
by allowing this information to be
available at the state level by virtue of
differing state laws.”

The final rule eliminates the need for
a written statement and a written
commitment from State and foreign
government agencies when exchanges of
nonpublic, predecisional documents are
involved. FDA reiterates that these are
documents that FDA creates; examples
include draft regulations and draft
guidance documents. Nonpublic,
predecisional documents prepared by
FDA normally do not contain
confidential commercial information. If
FDA prepared a document that
contained confidential commercial
information, that material would be
considered, for purposes of §§20.88 and
20.89, to be confidential commercial
information, rather than a nonpublic,
predecisional document. Therefore, the
provisions of §§20.88 and 20.89
pertaining to confidential commercial
information would apply. Alternatively,
FDA could redact the confidential
commercial information before
providing the nonpublic, predecisional
document to the State or foreign
government agency. Because the
nonpublic, predecisional documents
that FDA would provide to State and
foreign governments would not contain
confidential commercial information,
their exchange would not place U.S.
companies at a competitive
disadvantage internationally or
domestically.

The written statement and written
commitment requirement for nonpublic,
predecisional documents that published
in the Federal Register of December 8,
1995 (60 FR 63372) (hereinafter referred
to as the 1995 final rule), was more
formal than customary international
practice and presented legal or
legislative challenges to some foreign
governments. The comment from the
foreign government clearly and
unequivocally supports FDA’s rationale.
While the comment opposing the
proposal states that U.S. government
agencies do not have to remedy issues
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or problems faced by a foreign
government, FDA cannot ignore the fact
that the written statement and written
commitment requirement departed from
customary international practice and
impeded the very exchange of
information that the 1995 final rule was
intended to promote.

To illustrate the problem, FDA has
received requests for draft documents
from certain foreign government
officials in order to harmonize
international regulatory efforts on a
particular subject. The written statement
and written commitment requirement,
on occasion, has presented an obstacle
to the information exchange because the
foreign government agency was
uncertain as to whether such a
statement, under the foreign country’s
law, would be considered to be a treaty
or international agreement or because
the foreign government agency was
uncertain as to which official had the
authority to sign a written statement and
written commitment of this sort and
provide it to another country. These
uncertainties frustrated the intent
behind § 20.89 because, without the
written statement and written
commitment from the foreign
government, FDA could not provide the
draft to the foreign government, and the
opportunity for international
collaboration on the draft was lost.
Thus, contrary to the opposing
comment’s belief, a foreign
government’s “problems’ with the
written statement and written
commitment requirement can affect
FDA as well as the foreign government
agency.

FDA also does not accept the
suggestion that nonpublic, predecisional
information should not be available to
State governments. FDA’s regulations
have provided for exchanges of
nonpublic, predecisional information
with certain State officials (those who
have been commissioned under section
702 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 372) and those
under contract with FDA) and with
State governments since the 1995 final
rule, and the 1998 proposal did not
contain any amendments or revisions
(aside from the removal of the written
statement and written commitment
requirement) that would affect the
availability of nonpublic, predecisional
information to State government
agencies. FDA further notes that it
would be an odd result if FDA could
provide nonpublic, predecisional
information to a foreign government, but
could not provide the same information
to a State government in the United
States. Similarly, it would be an odd
result if FDA required State government

agencies to provide greater assurance,
compared to foreign governments, that
they would protect nonpublic,
predecisional documents from
disclosure, especially when, in both
cases, it is only governmental interests,
not individual companies’ interests, that
would be adversely affected by an
unauthorized disclosure.

B. Section 20.89(e)—Amending the
Term ““Official of a Foreign Government
Agency”’

1. The Inclusion of Temporary and
Permanent Employees and Agents

As stated earlier, proposed § 20.89(e)
would clarify that the term “‘official of
a foreign government” includes both
temporary and permanent foreign
government employees and agents. FDA
proposed this change because the
existing language, at § 20.89(d)(3),
expressly mentions agents, but not
employees, of a foreign government. The
proposal also would construe the term
“official of a foreign government” as
including temporary as well as
permanent employees and agents. The
inclusion of temporary employees and
agents is meant to cover those situations
where a foreign government employee is
temporarily assigned to an international
organization.

2. One comment noted that the
proposal did not expressly state whether
foreign consultants are subject to any
restrictions on the disclosure of
information that FDA provides to a
foreign government or to an
international organization. The
comment further noted that proposed
§20.89(e) would require written
statements from an international
organization and individuals in the
international organization, but that
proposed § 20.89(d)(1)(i) would
eliminate the written statements.

The reference to employees and
agents in proposed § 20.89(e) was not
intended to exclude consultants to a
foreign government agency. FDA
considers consultants to be “agents”
within proposed § 20.89(e) and expects
that such persons will adhere to the
foreign government’s written statement
and written commitment regarding
confidential commercial information
and adhere to the foreign government
agency’s customary practice of not
disclosing nonpublic, predecisional
information supplied by a different
government. In the event of an
unauthorized disclosure, FDA will hold
both the responsible individual and the
foreign government agency accountable,
and will take appropriate action.

As for the comment’s statement that
proposed §§ 20.89(d)(1)(i) and 20.89(e)

conflict on the need for a written
statement and written commitment,
FDA agrees and has modified § 20.89(e)
to clarify that written statements and
written commitments are required on
behalf of both the international
organization and the individual
involved when confidential commercial
information is being disclosed.

2. Providing Confidential Commercial
Information to International
Organizations

Several comments strongly opposed
the language in proposed § 20.89(e)
which would enable FDA to provide
confidential commercial information to
international organizations.

3. Three comments challenged the
agency’s basis for the proposal. Two
comments argued that an international
organization such as PAHO has no role
in matters that would require it to
receive confidential commercial
information, has no enforcement
authority, and might not even be
considered to have a role in
harmonizing standards or requirements.
Alternatively, one comment stated that,
even if an international organization is
responsible for global or regional
harmonization of standards, it is unclear
why such international organizations
need confidential commercial
information, especially in situations
where there is no public health concern.

The preamble to the proposed rule
described an incident in Haiti where
PAHO assisted Haiti’s Ministry of
Health in investigating a kidney failure
epidemic in which nearly 90 children
died. The problems were traced to a
contaminated liquid acetaminophen
product manufactured in Haiti, and
FDA assisted the Haitian government by
examining the pharmaceutical
company, obtaining samples, and
conducting laboratory tests. FDA
prepared an inspection report that
contained some confidential
commercial information. Consequently,
when PAHO requested the report, FDA
was unable to provide the information
because the existing FDA regulation did
not provide for disclosing confidential
commercial information to an
international organization. FDA
provided the information to PAHO only
after FDA learned that non-FDA sources
had publicly disclosed the information.

This example illustrates that an
international organization may, indeed,
have a need for confidential commercial
information from FDA. FDA also
disagrees with the comment that
suggested that no public health
concerns existed in the PAHO example
because, at the time of the investigation,
the number of children who had died or
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had become ill due to the contaminated
product was rising, and officials were
not certain about the source of the
contamination or whether other drug
products had been contaminated.

However, FDA acknowledges that, in
the PAHO example, the international
organization was working to promote
and coordinate public health efforts
rather than taking an enforcement role
or harmonizing standards or
requirements. Therefore, FDA has
clarified the definition of “international
organization” to extend to international
organizations whose responsibilities
include promoting and coordinating
public health efforts, consistent with the
Haiti example described in the preamble
to the proposed rule.

FDA also points out that the World
Health Organization (WHO), as well as
PAHO (the WHO'’s regional body), does
have a responsibility for harmonization
and product standards.

4. Three comments also sought
specifics as to which international
organizations might be able to receive
confidential commercial information
from FDA under the rule. One comment
suggested that FDA establish standards
and procedures to determine which
international organizations should
receive confidential commercial
information; the comment would have
FDA identify such organizations
through notice and comment
rulemaking and require international
organizations to give FDA a summary of
their charters, purposes, membership,
and internal rules for protecting
confidential commercial information
from public disclosure. One comment
would permit FDA to disclose
confidential commercial information
only to international organizations
whose regulatory responsibilities are
established by law, treaties, or other acts
of government, and would exclude
private or nongovernmental
organizations. Another comment would
exclude nongovernmental organizations.
The comment stated that employees of
nongovernmental organizations may not
be subject to any laws preventing
unauthorized disclosures and might not
be “legally or morally bound” to protect
confidential commercial information
provided by FDA.

Although FDA believes that many of
the comments’ suggestions would
encumber the agency with excessive
procedures and requirements, the
agency agrees that the reference to
international organizations should be
more specific. The proposal was not
intended to extend disclosures of
confidential commercial information to
private or nongovernmental
organizations. Consequently, FDA has

revised proposed § 20.89(e) so that the
term ‘“international organization” refers
only to international organizations that
are established by law, treaty, or other
governmental action and that have the
responsibility to facilitate global or
regional harmonization of standards and
requirements in FDA’s area of
responsibility or to promote and
coordinate public health efforts. Thus,
the international organizations subject
to revised proposed § 20.89(e), therefore,
are those that (unlike private or
nongovernmental organizations)
generally have statutes, regulations, or
other obligations to protect confidential
commercial information from public
disclosure. Additionally, FDA will
continue to require international
organizations to provide written
statements establishing their authority
to protect confidential commercial
information from public disclosure and
written commitments not to disclose
such information without the sponsor’s
written permission or written
confirmation from FDA that the
information is no longer confidential.

The agency declines, however, to
amend the rule to establish notice and
comment rulemaking procedures to
determine which international
organizations may be eligible to receive
confidential commercial information
from FDA. The agency reiterates that, in
almost all cases, exchanges of
confidential commercial information
involve a sponsor’s consent. Thus, the
burdens on the agency associated with
notice and comment rulemaking
procedures for determining an
international organization’s “eligibility”
to receive information outweigh any
benefits from such procedures in this
instance.

FDA also declines to amend the rule
to create an explicit “application” to be
submitted by international
organizations. Currently, for all
disclosures to State and foreign
governments (including international
organizations), FDA carefully examines
the reasons why the requesting body
needs confidential commercial
information, the statutory and
regulatory mechanisms for protecting
information supplied by FDA, and the
identities of persons who will receive
the information. Requiring a summary
of the international organization’s
charter, purpose, and membership could
be done on a case-by-case basis, if
necessary, but often would be
unnecessary. The United States is a
member of the international
organizations that would generally be
the recipients of information under the
rule and, therefore, FDA already
possesses information on their charters,

purposes, and memberships. (For
example, the United States is a member
of the PAHO and the WHO, and
information on their charters and
memberships is readily available.) If an
international organization requests
confidential commercial information
under § 20.89, and the United States is
not a member of that organization, FDA
will carefully review the request and
will seek whatever documents it feels
are necessary to evaluate the request.

5. One comment stated that
developing countries that lack
sophisticated health systems would be
the countries most likely to rely on
international organizations in a public
health crisis. However, the comment
explained, developing countries often
lack intellectual property protections
within their legal systems. The
comment added that if confidential
commercial information were
“routinely” released to international
organizations, there would be a
corresponding increased risk of
“routine” abuse of intellectual property
protections worldwide, without any
benefit to U.S. manufacturers or to the
public health of the United States. The
comment claimed that the rule would
benefit only foreign organizations and
foreign competitors to U.S.
manufacturers.

The comment misinterprets the rule.
Under § 20.89(c)(1)(i), a foreign
government agency seeking confidential
commercial information from FDA must
provide both a written statement
establishing its authority to protect
confidential commercial information
from public disclosure and a written
commitment not to disclose such
confidential commercial information
“without the written permission of the
sponsor or written confirmation by the
Food and Drug Administration that the
information no longer has confidential
status” (emphasis added). Additionally,
under § 20.89(c)(1)(ii)(A), FDA must
determine that the sponsor of the
product application has provided
written authorization for the disclosure,
or, under § 20.89(c)(1)(ii)(B), that
disclosure would be in the interest of
public health by reason of the foreign
government’s possessing information
concerning the safety, efficacy, or
quality of a product or information
concerning an investigation. Under the
final rule, these safeguards also would
apply to disclosures of confidential
commercial information to an
international organization. FDA is not
proposing, and has never proposed, to
disclose confidential commercial
information to a foreign government or
to an international organization on a
routine basis.
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The agency notes that, under existing
FDA regulations, an international
organization that provides the necessary
written statement and written
commitment in order to obtain
confidential commercial information
from FDA cannot redisclose that
confidential commercial information to
a foreign government (or to any other
party) without the sponsor’s written
permission or written confirmation from
FDA that the information no longer has
nonpublic status (see 21 CFR
20.89(c)(1)(i)). Thus, international
organizations receiving confidential
commercial information under this rule
will not be conduits for disclosures of
confidential commercial information to
foreign governments without permission
from the sponsor or from FDA. If an
international organization intends to
request confidential commercial
information from FDA and then provide
that information to a foreign
government, both the international
organization and the foreign government
must provide the necessary written
statements and commitments to FDA to
ensure that the information is protected.

Moreover, as stated in the preamble to
the proposed rule, in almost every case,
disclosures of confidential commercial
information to foreign governments
have occurred with the sponsor’s
consent, and only after the foreign
government has provided the necessary
written statements (see 63 FR 40069 at
40070). Contrary to the comment’s
inference about the benefits that would
flow to developing countries, the
exchanges to date have been mostly to
other developed countries. The
disclosures have generally benefitted
the sponsors of the confidential
commercial information by facilitating
approval or marketing decisions for the
sponsor’s product.

FDA further notes that it is conscious
of intellectual property concerns,
particularly for pharmaceuticals, and is
quite aware of its obligation under
Article 39.3 of the Agreement on Trade-
related Aspects of Intellectual Property
Rights to protect undisclosed test or
other data against unfair commercial
use. Article 39.3 requires governments
to protect such data against public
disclosure “‘except where necessary to
protect the public, or unless steps are
taken to ensure that the data are
protected against unfair commercial
use.” The requirement in § 20.89(c)(1)
for written statements and the general
requirement for sponsor consent are
intended to help protect confidential
commercial information from
unauthorized public disclosure.

6. Two comments stated that FDA
should require or reaffirm that it will

obtain a sponsor’s consent before
providing confidential commercial
information to a foreign government or
to an international organization. One
comment would amend § 20.89(d)(1)(ii)
to require written confidentiality
agreements from international
organizations and individuals in the
organization who are to receive
confidential commercial information
and to require consent from sponsors.

FDA reiterates that neither the
proposed rule nor this final rule changes
the requirements for written statements,
written commitments, and sponsor
consent for exchanges involving
confidential commercial information.
The requirements for disclosures of
confidential commercial information are
found at § 20.89(c). The elimination of
the written statement and written
commitment requirement applies solely
to exchanges involving nonpublic,
predecisional documents under
§20.89(d). As stated earlier, nonpublic,
predecisional documents are prepared
by FDA and normally do not contain
any confidential commercial
information.

Thus, FDA declines to amend
§20.89(d)(1)(i) as suggested by the
comment because that paragraph
pertains to exchanges of nonpublic,
predecisional information.

7. One comment would amend the
rule to require a sponsor’s consent for
all disclosures of confidential
commercial information to international
organizations. The comment stated that
FDA has no obligation to balance the
public interest against a sponsor’s
interest in maintaining the
confidentiality of information. The
comment added that if FDA engages in
such balancing of interests, it should
provide written notice to the sponsor
describing the confidential commercial
information that has been provided to
an international organization and,
furthermore, that only the
Commissioner of Food and Drugs (the
Commissioner) should be authorized to
make such disclosures to an
international organization.

Similarly, another comment stated
that if FDA discloses confidential
commercial information to an
international organization, without a
sponsor’s consent, under the “public
interest” at § 20.89(c)(1)(ii), the agency
should specify the public health
circumstances justifying the disclosure.

When FDA first issued the final rule
codifying § 20.89(c)(1)(ii) in 1993, it
explained that there are situations in
which it might be inappropriate to seek
a sponsor’s consent to a disclosure of
confidential commercial information.
The preamble to the 1993 final rule gave

examples of possible situations in
which a sponsor may have engaged in
deliberate fraud or misrepresentation, or
situations in which FDA might wish to
share confidential commercial
information obtained through an FDA
investigation for a foreign government’s
use in its own regulatory efforts (see 58
FR 61598 at 61601 (November 19,
1993)). FDA stated that these types of
disclosures to foreign government
counterparts “may facilitate efforts to
keep unapproved, adulterated,
counterfeit, or misbranded products off
world markets as well as American
markets.” This rationale still applies,
and, therefore, FDA declines to amend
the rule to require a sponsor’s consent
in all disclosures of confidential
commercial information.

As for the comments asking FDA to
provide written notice to a manufacturer
or to explain the public interest reasons
behind a disclosure, FDA responded to
similar comments in 1995 when it
issued a final rule amending §§ 20.88
and 20.89. Those comments in 1995
suggested that FDA provide summaries
of the information disclosed to foreign
governments. In the preamble to the
1995 final rule, FDA stated that such
summaries would be inappropriate or
unnecessary (see 60 FR 63372 at 66379).
FDA explained that if a foreign
government were considering whether
to take action against a particular
product, requiring FDA to provide a
summary to the product’s manufacturer
would alert the manufacturer to a
potential enforcement action and
would, therefore, be inappropriate. If
FDA were helping a foreign government
identify fraudulent goods and provided
confidential commercial information to
help distinguish legitimate products
from fraudulent ones, providing a
summary to the manufacturer would be
unnecessary because the manufacturer
would already know the information
that was the basis of the summary.

FDA'’s rationale for not providing
summaries also applies to the written
notice and identification of the public
health interests sought by the
comments. If FDA were providing
confidential commercial information to
a foreign government to assist that
government in a decision whether to
take action against a particular product,
providing a written notice to the
product’s manufacturer would alert the
manufacturer to a potential enforcement
action and might undermine or
compromise the enforcement action.
Similarly, stating that the public health
interest involved an enforcement action
would alert the product’s manufacturer
and might undermine or compromise
any enforcement action. Thus, FDA
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declines to revise the rule to require the
agency to provide a written notice to a
sponsor or to specify the public health
interest reasons behind a disclosure.

As for the comment asking that the
Commissioner be the only person
authorized to disclose confidential
commercial information to an
international organization, FDA
declines to amend the rule to impose
such a limitation. The authority to
disclose confidential commercial
information under § 20.89 was delegated
to the Associate Commissioner for
Regulatory Affairs and various office
and center officials (such as center
directors and deputy directors) in 1994.
Similar authority, for disclosures of
confidential commercial information
under § 20.88, was delegated in 1997.
These delegations of authority have
made exchanges of confidential
commercial information with State and
foreign government officials more
efficient. Given the agency’s experience
with these previous delegations of
authority, the agency sees no reason to
limit or otherwise restrict the authority
to disclose such information to
international organizations.

8. One comment asked FDA to “set
out the means by which it can and will
enforce any confidentiality agreement
with an international organization.” The
comment said this information would
be relevant to a sponsor’s willingness to
consent to releasing confidential
commercial information to an
international organization.

In previous rulemakings, FDA has
stated that it would discontinue
cooperative ventures with any State or
foreign government that failed to honor
its written commitment to protect the
confidential commercial information
provided by FDA (see 60 FR 63372 at
63377). The agency will extend this
policy to cover international
organizations receiving information
from FDA.

The agency also notes that
international organizations might cease
to enjoy immunity and might face
serious consequences if a person in the
international organization made an
unauthorized disclosure of confidential
commercial information or if the
international organization violated its
written commitment. Under U.S. law,
the President may, by Executive Order,
designate certain international
organizations as being entitled to the
privileges, exemptions, and immunities
that are normally afforded to foreign
governments (see 22 U.S.C. 288). These
privileges, exemptions, and immunities
are significant, and include treatment
comparable to that enjoyed by foreign
governments as regards, for example,

immunity from suit and judicial process
(22 U.S.C. 288a), customs duties and
taxes relating to importation (id.), and
property taxes imposed by Congress (22
U.S.C. 288c). The President may revoke
the designation of an international
organization ““if in his judgment such
action should be justified by reason of
the abuse by an international
organization or its officers and
employees of the privileges,
exemptions, and immunities provided
* * *»(jd.) Thus, an international
organization that failed to protect
confidential commercial information
would risk losing some or all of these
significant privileges, exemptions, and
immunities.

One should note that several
international organizations that might
conceivably request confidential
commercial information from FDA are
designated as international
organizations under 22 U.S.C. 288.
These include the Food and Agriculture
Organization, PAHO (or PAHO/PASB
(Pan American Sanitary Bureau)), and
WHO.

Additionally, for officers and
employees of international
organizations, the immunity extends
only to “acts performed by them in their
official capacity and falling within their
functions * * * except insofar as such
immunity may be waived by the foreign
Government or international
organization concerned” (see 22 U.S.C.
288d(b)). An international organization
official or employee who deliberately
violates the organization’s written
commitment to FDA to protect
confidential commercial information
might not be considered to be acting
within his or her “official capacity” or
within his or her functions and, as a
result, would not enjoy immunity from
suit. For example, in United States v.
Enger, 472 F. Supp. 490, 502 (D. N.J.
1978), a Federal district court rejected
several defendants’ claim that they
could not be prosecuted for espionage
because they were United Nations
employees. The court stated,
“Espionage, the crime with which the
defendants are charged, is, of course,
not one of the functions performed in
the defendants’ official capacities with
the United Nations” (id.) (see also
Rendall-Speranza v. Nassim, 107 F.3d
913, 920 (D.C. Cir. 1997) (plaintiff’s
failure to question a court’s acceptance
of the defendant organization’s
admission that its employee’s act of
battery was within the scope of his
employment meant that the employee
was immune from suit for battery under
22 U.S.C. 288d(b))).

International organizations that are
not designated by an Executive Order do

not enjoy the privileges, exemptions,
and immunities as provided in 22
U.S.C. 288 through 288d. As a result,
they, their officials, and their employees
might not be immune from suit. In the
event of an unauthorized disclosure of
confidential commercial information, a
sponsor would be able to pursue legal
action against the undesignated
international organization.

9. One comment stated that if an
international organization requested
confidential commercial information on
an alleged health hazard, but the
relevant foreign government had not
asked for such information, FDA should
consult the sponsor and allow the
sponsor to handle any disclosure issues
directly with the international
organization. The comment added that
if FDA were dissatisfied with the
outcome between the sponsor and the
international organization, FDA could
release the data if it determined that a
health hazard exists. The comment also
stated that FDA should first determine
that the international organization has
responsibilities that require it to have
the type of confidential commercial
information requested.

FDA reiterates that, for almost all
disclosures involving confidential
commercial information to a State
government, foreign government, or
international organization, the sponsor’s
consent to disclosure will be obtained.
However, the agency does not object to
a sponsor’s making individual
disclosure arrangements with an
international organization and agrees
with the comment that, in some cases,
the comment’s approach would be
practical.

Furthermore, disclosures under
§ 20.89 have been made on a case-by-
case basis, and FDA will consider the
foreign government’s or international
organization’s need for the requested
information when deciding whether to
disclose information. The regulation is
intended to facilitate communication
with foreign governments and
international organizations; it does not
compel the agency to disclose
confidential commercial information to
a foreign government or to an
international organization. Thus, if an
international organization requests
confidential commercial information
without any apparent reason, FDA may
decline to grant the request.

3. Editorial Changes

Proposed § 20.89(e) stated, in part,
that for exchanges of confidential
commercial information with an official
of an international organization, the

written statement and commitment
“shall be provided by both the
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organization and the individual.” FDA,
on its own initiative, is replacing the
words “provided by’ with “provided on
behalf of”’ to make the sentence more
accurate because, in a literal sense, a
document cannot be “provided by’ an
inanimate body such as an international
organization. Instead, persons provide
the required statements and
commitments “on behalf of” the
organization.

Additionally, §§20.88(e) and 20.89(d)
authorize the Deputy Commissioner for
Policy to authorize the disclosure of
nonpublic, predecisional documents to
State and foreign government officials.
Because FDA has reorganized its offices,
the functions that were handled by the
then-Deputy Commissioner for Policy
are now assigned to the Senior
Associate Commissioner for Policy,
Planning, and Legislation, and
international policy functions that were
in the then-Office of Policy are now
assigned to the Office of International
and Constituent Relations.
Consequently, FDA is revising
§§20.88(e) and 20.89(d) to refer to the
Senior Associate Commissioner for
Policy, Planning, and Legislation and to
the Deputy Commissioner for
International and Constituent Relations.

III. 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.

IV. Federalism

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

V. Analysis of Impacts

FDA has examined the impacts of this
final rule under Executive Order 12866,
the Regulatory Flexibility Act (5 U.S.C.
601-612), and the Unfunded Mandates
Reform Act of 1995 (Public Law 104—4).
Executive Order 12866 directs agencies
to assess all costs and benefits of
available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
new benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). The

agency believes this final rule is
consistent with the regulatory
philosophy and the principles identified
in the Executive Order. In addition, this
final rule is not an economically
significant regulatory action as defined
in the Executive Order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. The final rule will have no
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act
because it regulates only conduct of
FDA, State and foreign governments,
and international organizations, and not
small entities under the Regulatory
Flexibility Act. The final rule provides
for FDA disclosure of confidential
commercial information to international
organizations subject to the same
safeguards against public disclosure of
that information that apply in the case
of disclosures to foreign government
agencies. These disclosures would
likely facilitate marketing review and
approval of various FDA-regulated
products in foreign countries, and
disclosures would almost always occur
only with the consent of the business
that generated the confidential
commercial information. The final rule
also provides for FDA disclosure of
nonpublic, predecisional documents
and other nonpublic information
created by FDA to State governments,
foreign governments, and international
organizations without the need to obtain
written assurances. These beneficial
effects outweigh any possible adverse
impact. Thus, the agency certifies that
this rule will not have a significant
economic impact on a substantial
number of small entities, and, under the
Regulatory Flexibility Act, no further
analysis is required.

The Unfunded Mandates Reform Act
requires that agencies prepare an
assessment of anticipated costs and
benefits before proposing any rule that
may result in an expenditure in any one
year by State, local, and tribal
governments, in the aggregate, or by the
private sector of $100 million (adjusted
annually for inflation). This rule does
not impose any mandates on State,
local, or tribal governments, nor is it a
significant regulatory action under the
Unfunded Mandates Reform Act.

VI. Paperwork Reduction Act of 1995

This final rule contains no collections
of information. Therefore, clearance by
the Office of Management and Budget
under the Paperwork Reduction Act of
1995 is not required.

List of Subjects in 21 CFR Part 20

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

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 20 is
amended as follows:

PART 20—PUBLIC INFORMATION

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

Authority: 5 U.S.C. 552; 18 U.S.C. 1905; 19
U.S.C. 2531-2582; 21 U.S.C. 321-393, 1401—
1403; 42 U.S.C. 241, 242, 242a, 2421, 242n,
243, 262, 263, 263b—263n, 264, 265, 300u—
300u-5, 300aa—1.

2. Section 20.88 is amended by
revising paragraph (e)(1) to read as
follows:

§20.88 Communications with State and
local government officials.
* * * * *

(e)(1) The Senior Associate
Commissioner for Policy, Planning, and
Legislation, or the Deputy
Commissioner for International and
Constituent Relations, or any other
officer or employee of the Food and
Drug Administration whom the Senior
Associate Commissioner for Policy,
Planning, and Legislation or the Deputy
Commissioner for International and
Constituent Relations may designate to
act on their behalf for the purpose, may
authorize the disclosure to, or receipt
from, an official of a State government
agency of nonpublic, predecisional
documents concerning the Food and
Drug Administration’s or the other
government agency’s regulations or
other regulatory requirements, or other
nonpublic information relevant to either
agency’s activities, as part of efforts to
improve Federal-State uniformity,
cooperative regulatory activities, or
implementation of Federal-State
agreements, provided that:

(i) The State government agency has
the authority to protect such nonpublic
documents from public disclosure and
will not disclose any such documents
provided without the written
confirmation by the Food and Drug
Administration that the documents no
longer have nonpublic status; and

(ii) The Senior Associate
Commissioner for Policy, Planning, and
Legislation or the Deputy Commissioner
for International and Constituent
Relations or their designee makes the
determination that the exchange is
reasonably necessary to improve
Federal-State uniformity, cooperative
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regulatory activities, or implementation

of Federal-State agreements.
* * * * *

3. Section 20.89 is amended by
revising paragraph (d)(1); by removing
paragraph (d)(3); and by adding
paragraph (e) to read as follows:

§20.89 Communications with foreign
government officials.
* * * * *

(d)(1) The Senior Associate
Commissioner for Policy, Planning, and
Legislation, or the Deputy
Commissioner for International and
Constituent Relations, or any other
officer or employee of the Food and
Drug Administration whom the Senior
Associate Commissioner for Policy,
Planning, and Legislation or the Deputy
Commissioner for International and
Constituent Relations may designate to
act on their behalf for the purpose, may
authorize the disclosure to, or receipt
from, an official of a foreign government
agency of nonpublic, predecisional
documents concerning the Food and
Drug Administration’s or the other
government agency’s regulations or
other regulatory requirements, or other
nonpublic information relevant to either
agency’s activities, as part of
cooperative efforts to facilitate global
harmonization of regulatory
requirements, cooperative regulatory
activities, or implementation of
international agreements, provided that:

(i) The foreign government agency has
the authority to protect such nonpublic
documents from public disclosure and
will not disclose any such documents
provided without the written
confirmation by the Food and Drug
Administration that the documents no
longer have nonpublic status; and

(ii) The Senior Associate
Commissioner for Policy, Planning, and
Legislation or the Deputy Commissioner
for International and Constituent
Relations or their designee makes the
determination that the exchange is
reasonably necessary to facilitate global
harmonization of regulatory
requirements, cooperative regulatory
activities, or implementation of

international agreements.
* * * * *

(e) For purposes of this section, the
term “official of a foreign government
agency’’ includes, but is not limited to,
employees (whether temporary or
permanent) of and agents contracted by
the foreign government, or by an
international organization established
by law, treaty, or other governmental
action and having responsibility to
facilitate global or regional
harmonization of standards and

requirements in FDA’s areas of
responsibility or to promote and
coordinate public health efforts. For
such officials, the statement and
commitment required by paragraph
(c)(1)(i) of this section shall be provided
on behalf of both the organization and
the individual.

Dated: December 3, 1999.
Margaret M. Dotzel,
Acting Associate Commissioner for Policy.
[FR Doc. 00-5417 Filed 3—6—-00; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 558

New Animal Drugs for Use in Animal
Feeds; Nicarbazin and Bacitracin Zinc

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Koffolk,
Inc. The NADA provides for using
approved nicarbazin and bacitracin zinc
Type A medicated articles to make
combination Type C medicated broiler
chicken feeds used for prevention of
coccidiosis and for increased rate of
weight gain and improved feed
efficiency.

DATES: This regulation is effective
March 7, 2000.

FOR FURTHER INFORMATION CONTACT:
Charles J. Andres, Center for Veterinary
Medicine (HFV-128), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 301-827-1600.
SUPPLEMENTARY INFORMATION: Koffolk,
Inc., P.O. Box 675935, 14735 Las
Quintas, Rancho Santa Fe, CA 92067,
filed NADA 141-146 that provides for
combining approved Nicarb® (113.5
grams per pound (g/lb) nicarbazin)
manufactured by Koffolk, Inc., and
Baciferm™ (50 g/lb bacitracin as
bacitracin zinc) manufactured by Roche
Vitamins, Inc., Type A medicated
articles to make Type C medicated
broiler chicken feeds. The Type C
broiler feeds contain 113.5 g/ton (t)
nicarbazin and 4 to 50 g/t bacitracin.
The Type C broiler chicken feeds are
used as an aid in preventing outbreaks
of cecal (Eimeria tenella) and intestinal
(E. acervulina, E. maxima, E. necatrix,
and E. brunetti) coccidiosis, and for

increased rate of weight gain and
improved feed efficiency.

The NADA is approved as of February
2, 2000, and the regulations are
amended by adding 21 CFR
558.78(d)(3)(xxi) and by amending the
table in 21 CFR 558.366(c) to reflect the
approval. The basis for approval is
discussed in the freedom of information
summary.

This approval is for use of Type A
medicated articles to make combination
drug Type C medicated feeds.
Nicarbazin is a category II drug as
defined in 21 CFR 558.3(b)(1)(ii). As
provided in 21 CFR 558.4(b), an
approved Form FDA 1900 is required to
make a Type C medicated feed from a
category II drug. Under 21 U.S.C.
360b(m), as amended by the Animal
Drug Availability Act of 1996 (Public
Law 104—250), medicated feed
applications have been replaced by a
requirement for feedmill licenses.
Therefore, use of Type A medicated
articles to make Type C medicated feeds
as provided in NADA 141-146 is
limited to manufacture in a licensed
feedmill.

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

The agency has determined under 21
CFR 25.33(a)(2) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

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

List of Subjects in 21 CFR Part 558

Animal drugs, Animal feeds.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 558 is amended as follows:
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PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

1. The authority citation for 21 CFR

§558.78 Bacitracin zinc.
* * * * *
(d) EE
(3) * % %

“Bacitracin zinc 4 to 50" to read as
follows:

§558.366 Nicarbazin.

part 558 continues to read as follows: (xxi) Nicarbazin as in § 558.366 * * * * *
Authority: 21 U.S.C. 360b, 371. 3. Section 558.366 is amended in the (c) * * *
2. Section 558.78 is amended by table in paragraph (c) under the entry
adding paragraph (d)(3)(xxi) to read as for ““113.5 (0.0125 pct)” by
follows: alphabetically adding an entry for
Nicarbazin in grams Combination in P o
per ton grams per ton Indications for use Limitations Sponsor
* * * * * * *
113.5 (0.0125 pct) * ok ok * ok ok * % *
Bacitracin zinc 4  Broiler chickens; aid in preventing For broiler chickens only. Feed continuously as 063271
to 50. outbreaks of cecal (Eimeria sole ration from time chicks are placed on litter
tenella) and intestinal (E. until past the time when coccidiosis is ordinarily
acervulina, E. maxima, E. a hazard. Discontinue medication 4 days before
necatrix, and E. brunetti) coc- marketing the birds for human consumption to
cidiosis, and for increased rate allow for elimination of the drug from edible tis-
of weight gain and improved sue. Do not feed to laying hens in production.
feed efficiency. Nicarbazin as provided by 063271, bacitracin
zinc by 063238.
* * * * * * *

Dated: February 25, 2000.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 00-5415 Filed 3—6—00; 8:45 am|]
BILLING CODE 4160-01-F

DEPARTMENT OF THE TREASURY

Bureau of Alcohol, Tobacco and
Firearms

27 CFR Parts 4,5, 7 and 16

[T.D. ATF—425]

RIN 1512-AB98

Delegation of Authority (99R-247P)

AGENCY: Bureau of Alcohol, Tobacco
and Firearms (ATF), Treasury.

ACTION: Treasury Decision, Final rule.

SUMMARY: Authority delegation. This
final rule places most ATF authorities
contained in parts 4, 5, and 7, title 27
Code of Federal Regulations (CFR), with
the “appropriate ATF officer” and
requires that persons file documents
required by parts 4, 5, and 7, title 27
CFR, with the “appropriate ATF officer”
or in accordance with the instructions
on the ATF form. Also, this final rule
removes the definitions of, and
references to, specific officers
subordinate to the Director.
Concurrently with this Treasury
Decision, ATF Order 1130.2A is being

published. Through this order, the
Director has delegated most of the
authorities in 27 CFR parts 4, 5 and 7

to the appropriate ATF officers and
specified the ATF officers with whom
applications, notices and other reports
that are not ATF forms are filed. Finally,
this final rule removes the definition of,
and a reference to, the Director in part
16, title 27 CFR.

DATES: Effective March 7, 2000.

FOR FURTHER INFORMATION CONTACT:
Robert Ruhf, Regulations Division,
Bureau of Alcohol, Tobacco and
Firearms, 650 Massachusetts Avenue
NW, Washington, DC 20226 (202—927—
8210).

SUPPLEMENTARY INFORMATION:

Background

Pursuant to Treasury Order 120-01
(formerly 221), dated June 6, 1972, the
Secretary of the Treasury delegated to
the Director of the Bureau of Alcohol,
Tobacco and Firearms (ATF), the
authority to enforce, among other laws,
the provisions of the Federal Alcohol
Administration (FAA) Act. The Director
has subsequently redelegated certain of
these authorities to appropriate
subordinate officers by way of various
means, including by regulation, ATF
delegation orders, regional directives, or
similar delegation documents. As a
result, to ascertain what particular
officer is authorized to perform a
particular function under the FAA Act,

each of these various delegation
instruments must be consulted.
Similarly, each time a delegation of
authority is revoked or redelegated, each
of the delegation documents must be
reviewed and amended as necessary.
ATF has determined that this
multiplicity of delegation instruments
complicates and hinders the task of
determining which ATF officer is
authorized to perform a particular
function. ATF also believes these
multiple delegation instruments
exacerbate the administrative burden
associated with maintaining up-to-date
delegations, resulting in an undue delay
in reflecting current authorities.
Accordingly, this final rule rescinds
all authorities of the Director in parts 4,
5, and 7 that were previously delegated
and places those authorities with the
“appropriate ATF officer.” Most of the
authorities of the Director that were not
previously delegated are also placed
with the “appropriate ATF officer.”
Along with this final rule, ATF is
publishing ATF Order 1130.2A,
Delegation Order—Delegation of the
Director’s Authorities in 27 CFR parts 4,
5 and 7, Labeling and Advertising of
Wine, Distilled Spirits and Malt
Beverages, which delegates certain of
these authorities to the appropriate
organizational level. The effect of these
changes is to consolidate all delegations
of authority in parts 4, 5 and 7 into one
delegation instrument. This action both
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simplifies the process for determining
what ATF officer is authorized to
perform a particular function and
facilitates the updating of delegations in
the future. As a result, delegations of
authority will be reflected in a more
timely and user-friendly manner.

To conform to these changes, this
final rule removes the definition of
“Director”” and the one reference to the
Director in part 16. The reference to the
Director is found in 27 CFR 16.30. This
section states that certificates of label/
bottle approval or exemption from label
approval are issued pursuant to parts 4,
5,and 7.

In addition, this final rule also
eliminates all references in the
regulations that identify the ATF officer
with whom an ATF form is filed. This
is because ATF forms will indicate the
officer with whom they must be filed.
Similarly, this final rule also amends
parts 4, 5 and 7 to provide that the
submission of documents other than
ATF forms (such as letterhead
applications, notices and reports) must
be filed with the “appropriate ATF
officer”” identified in ATF Order
1130.2A. These changes will facilitate
the identification of the officer with
whom forms and other required
submissions are filed.

This final rule also makes various
technical amendments to subparts A of
27 CFR parts 4, 5 and 7. First, new
sections are added in each part to
recognize the authority of the Director to
delegate regulatory authorities and to
identify ATF Order 1130.2A as the
instrument reflecting such delegations.
Second, various sections are amended
in each part to provide that the
instructions for an ATF form identify
the ATF officer with whom it must be
filed.

ATF has begun to make similar
changes in delegations to other parts of
Title 27 of the Code of Federal
Regulations through separate
rulemakings. By amending the
regulations part by part, rather than in
one large rulemaking document and
ATF Order, ATF minimizes the time
expended in notifying interested parties
of current delegations of authority.

Paperwork Reduction Act

The provisions of the Paperwork
Reduction Act of 1995, Public Law 104—
13, 44 U.S.C. Chapter 35, and its
implementing regulations, 5 CFR part
1320, do not apply to this final rule
because there are no new or revised
recordkeeping or reporting
requirements.

Regulatory Flexibility Act

Because no notice of proposed
rulemaking is required for this rule, the
provisions of the Regulatory Flexibility
Act (5 U.S.C. 601 et seq.) do not apply.

Executive Order 12866

It has been determined that this rule
is not a significant regulatory action
because it will not: (1) Have an annual
effect on the economy of $100 million
or more or adversely affect in a material
way the economy, a sector of the
economy, productivity, competition,
jobs, the environment, public health or
safety, or State, local or tribal
governments or communities; (2) Create
a serious inconsistency or otherwise
interfere with an action taken or
planned by another agency; (3)
Materially alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights and obligations of
recipients thereof; or (4) Raise novel
legal or policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in Executive
Order 12866.

Administrative Procedure Act

Because this final rule merely makes
technical amendments and conforming
changes to improve the clarity of the
regulations, it is unnecessary to issue
this final rule with notice and public
procedure under 5 U.S.C. 553(b).
Similarly it is unnecessary to subject
this final rule to the effective date
limitation of 5 U.S.C. 553(d).

Drafting Information

The principal author of this document
is Robert Ruhf, Regulations Division,
Bureau of Alcohol, Tobacco and
Firearms.

List of Subjects

27 CFR Part 4

Advertising, Authority delegations,
Consumer protection, Customs duties
and inspection, Imports, Labeling,
Packaging and Containers, Reporting
and recordkeeping requirements, Wine.

27 CFR Part 5

Advertising, Authority delegations,
Consumer protection, Customs duties
and inspection, Imports, Labeling,
Liquors, Packaging and Containers,
Reporting and recordkeeping
requirements.

27 CFR Part 7

Advertising, Authority delegations,
Beer, Consumer protection, Customs
duties and inspection, Imports,
Labeling, Packaging and Containers,
Reporting and recordkeeping
requirements.

27 CFR Part 16

Alcohol and alcoholic beverages,
Consumer protection, Customs duties
and inspection, Health, Imports.

Authority and Issuance

Title 27, Code of Federal Regulations
is amended as follows:

PART 4—LABELING AND
ADVERTISING OF WINE

Paragraph 1. The authority citation
for part 4 continues to read as follows:

Authority: 27 U.S.C. 205, unless otherwise
noted. §§4.3, 4.21, 4.23, 4.24, 4.33, 4.37,
4.38, 4.39, 4.40, 4.50, 4.52, and 4.64
[Amended]

Par. 2. In part 4 remove the word
“Director” each place it appears and
add, in substitution, the words
“appropriate ATF officer” in the
following places:

(a) Section 4.3(a);

(b) Section 4.21(b)(3)(iii);

(c) Section 4.23(c)(2);

(d) Section 4.24(a)(1) and (c)(1);
(e) Section 4.33(b);

(f) Section 4.37(c);

(g) Section 4.38(h);

(h) Section 4.39(a)(4) and (5), (d), (g),
(1)(2)(iii) and (3), and (j);

(i) Section 4.40(c);

(j) Section 4.50(b);

(k) Section 4.52; and

(1) Section 4.64(a)(4) and (5).

Par. 3. Section 4.3 is amended by
adding a sentence at the end of
paragraph (a) and revising paragraph (b)
to read as follows:

==

84.3 Forms prescribed.

(a) * * * The form will be filed in
accordance with the instructions for the
form.

(b) Forms may be requested from the
ATF Distribution Center, PO Box 5950,
Springfield, Virginia 22153-5190, or by
accessing the ATF web site (http://

www.atf.treas.gov/).
* * * * *

Par. 4. A new §4.4 is added to
Subpart A to read as follows:

§4.4 Delegations of the Director.

Most of the regulatory authorities of
the Director contained in this Part 4 are
delegated to appropriate ATF officers.
These ATF officers are specified in ATF
Order 1130.2A, Delegation Order—
Delegation of the Director’s Authorities
in 27 CFR parts 4, 5 and 7, Labeling and
Advertising of Wine, Distilled Spirits
and Malt Beverages. ATF delegation
orders, such as ATF Order 1130.2A, are
available to any interested person by
mailing a request to the ATF
Distribution Center, PO Box 5950,
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Springfield, Virginia 22150-5190, or by
accessing the ATF web site (http://
www.atf.treas.gov/).

Par. 5. Section 4.10 is amended by
removing the definition “Regional
director (compliance)”, and by adding a
new definition of “Appropriate ATF
officer” to read as follows:

§4.10 Meaning of terms.

* * * * *

Appropriate ATF officer. An officer or
employee of the Bureau of Alcohol,
Tobacco and Firearms (ATF) authorized
to perform any functions relating to the
administration or enforcement of this
part by ATF Order 1130.2A, Delegation
Order—Delegation of the Director’s
Authorities in 27 CFR part 4, 5 and 7,
Labeling and Advertising of Wine,
Distilled Spirits and Malt Beverages.

* * * * *

Par. 6. The first and last sentences of
paragraph (b)(1) of § 4.24 are amended
to remove the words “Director”” and
“Director’s”, respectively, and by
adding, in substitution, the phrases
“appropriate ATF officer” and
“appropriate ATF officer’s”

Par. 7. Paragraph (b)(1) of §4.30 is
amended to remove the words
“Regional director (compliance)’” and
adding, in substitution, the words
“appropriate ATF officer”.

Par. 8. Paragraph (a) of §4.50 is
amended by removing the words
“application is made to the Director
and” and adding to the end of the
sentence the phrase “by the appropriate
ATF officer”.

PART 5—LABELING AND
ADVERTISING OF DISTILLED SPIRITS

Par. 9. The authority citation for part
5 continues to read as follows:

Authority: 26 U.S.C. 5301, 7805, 27 U.S.C.
205. §§5.3,5.22, 5.23, 5.26, 5.28, 5.34, 5.35,
5.36, 5.38, 5.42, 5.46, 5.51, 5.55 and 5.65
[Amended]

Par. 10. In part 5 remove the word
“Director” each place it appears and
add, in substitution, the words
“appropriate ATF officer” in the
following places:

(a) Section 5.3(a);

(b) Section 5.22(k)(1) and (2), and
1(2);

c) Section 5.26(b);
d) Section 5.28, introductory text;
e) Section 5.34(a);
f) Section 5.35(a);
g) Section 5.36(d);
h) Section 5.38(c);
) Section 5.42(a)(4) and (5), and
(d)(7);
(j) Section 5.46(d)(1);
(k) Section 5.51(c);
(1) Section 5.55(a), (b) and (c); and

(
(
(
(
(
(
(i

S —

(m) Section 5.65(a)(4) and (5), and (g).

Par. 11. Section 5.3 is amended by
adding a sentence at the end of
paragraph (a) and revising paragraph (b)
to read as follows:

8§5.3 Forms prescribed.

(a) * * * The form will be filed in
accordance with the instructions for the
form.

(b) Forms may be requested from the
ATF Distribution Center, PO Box 5950,
Springfield, Virginia 22153-5190, or by
accessing the ATF web site (http://

www.atf.treas.gov/).
* * * * *

Par. 12. A new § 5.4 is added to
Subpart A to read as follows:

§5.4 Delegations of the Director.

Most of the regulatory authorities of
the Director contained in this part 5 are
delegated to appropriate ATF officers.
These ATF officers are specified in ATF
Order 1130.2A, Delegation Order—
Delegation of the Director’s Authorities
in 27 CFR parts 4, 5 and 7, Labeling and
Advertising of Wine, Distilled Spirits
and Malt Beverages. ATF delegation
orders, such as ATF Order 1130.2A, are
available to any interested person by
mailing a request to the ATF
Distribution Center, PO Box 5950,
Springfield, Virginia 22150-5190, or by
accessing the ATF web site (http://
www.atf.treas.gov/).

Par. 13. Section 5.11 is amended by
removing the definition “Area
supervisor”, and by adding a new
definition of “Appropriate ATF officer”
to read as follows:

§5.11 Meaning of terms.
* * * * *

Appropriate ATF officer. An officer or
employee of the Bureau of Alcohol,
Tobacco and Firearms (ATF) authorized
to perform any functions relating to the
administration or enforcement of this
part by ATF Order 1130.2A, Delegation
Order—Delegation of the Director’s
Authorities in 27 CFR part 4, 5 and 7,
Labeling and Advertising of Wine,
Distilled Spirits and Malt Beverages.

* * * * *

Par. 14. The first sentence of
paragraph (a) of § 5.26 is amended by
removing the phrase “with the
Director”.

Par. 15. Paragraph (c) of §5.32 is
amended by removing the phrase “by
the Director”.

Par. 16. Paragraph (g) of §5.33 is
amended by removing the words
“Director or regional director
(compliance)” and adding, in
substitution, the words ‘‘appropriate
ATF officer”.

Par. 17. Paragraph (f) of §5.36 is
revised as follows:

§5.36 Name and address.

* * * * *

(f) Trade names. The trade name of
any permittee appearing on any label
must be identical to the trade name

listed on the permittee’s basic permit.
* * * * *

PART 7—LABELING AND
ADVERTISING OF MALT BEVERAGES

Par. 18. The authority citation for part
7 continues to read as follows:

Authority: 27 U.S.C. 205. §§ 7.3, 7.23, 7.24,
7.25, 7.29, 7.31, 7.54 [Amended]

Par. 19. In part 7 remove the word
“Director” each place it appears and
add, in substitution, the words
“appropriate ATF officer” in the
following places:

(a) Section 7.3(a);

) Section 7.23(b);
) Section 7.24(g);
) Section 7.25(a);
) Section 7.29(a)
) and (5), and (d);
f) Section 7.31(c); and

(g) Section 7.54(a)(4) and (5).

Par. 20. Section 7.3 is amended by
adding a sentence at the end of
paragraph (a) and revising paragraph (b)
to read as follows:

(b
(c
(d
(e
(4
(

§7.3 Forms prescribed.

(a) * * * The form will be filed in
accordance with the instructions for the
form.

(b) Forms may be requested from the
ATF Distribution Center, P.O. Box 5950,
Springfield, Virginia 22153-5190, or by
accessing the ATF web site (http://
www.atf.treas.gov/).

Par. 21. A new §7.5 is added to
subpart A to read as follows:

§7.5 Delegations of the Director.

Most of the regulatory authorities of
the Director contained in this Part 7 are
delegated to appropriate ATF officers.
These ATF officers are specified in ATF
Order 1130.2A, Delegation Order—
Delegation of the Director’s Authorities
in 27 CFR parts 4, 5 and 7, Labeling and
Advertising of Wine, Distilled Spirits
and Malt Beverages. ATF delegation
orders, such as ATF Order 1130.2A, are
available to any interested person by
mailing a request to the ATF
Distribution Center, PO Box 5950,
Springfield, Virginia 22150-5190, or by
accessing the ATF web site (http://
www.atf.treas.gov/).

Par. 22. Section 7.10 is amended by
removing the definition ‘“Regional
director (compliance)”, and by adding a
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new definition of “Appropriate ATF
officer” to read as follows:

§7.10 Meaning of terms.

* * * * *

Appropriate ATF officer. An officer or
employee of the Bureau of Alcohol,
Tobacco and Firearms (ATF) authorized
to perform any functions relating to the
administration or enforcement of this
part by ATF Order 1130.2A, Delegation
Order—Delegation of the Director’s
Authorities in 27 CFR part 4, 5 and 7,
Labeling and Advertising of Wine,
Distilled Spirits and Malt Beverages.

* * * * *

Par. 23. The second sentence of
paragraph (c)(1) of § 7.20 is amended by
removing the words “regional director
(compliance)” and adding, in
substitution, the words “appropriate
ATF officer”.

Par. 24. The first sentence of
paragraph (f) of § 7.24 is amended by
removing the phrase “by the Director”.

Par. 25. Paragraph (a) of § 7.41 is
revised to read as follows:

§7.41 Certificates of label approval.

(a) Requirement. No person may
bottle or pack malt beverages, or remove
malt beverages from the plant where
bottled or packed unless an approved
certificate of label approval, ATF Form
5100.31, is issued.

* * * * *

PART 16—ALCOHOLIC BEVERAGE
HEALTH WARNING STATEMENT

Par. 26. The authority citation for Part
16 continues to read as follows:

Authority: 27 U.S.C. 205, 215, 218; 28
U.S.C. 2461 note.

Par. 27. Section 16.10 is amended by
removing the definition of ‘“Director.”

Par. 28. Section 16.30 is amended by
removing the phrase “by the Director”.
Signed: August 12, 1999.
John W. Magaw,
Director.
Approved: January 3, 2000.
Dennis M. O’Connell,

Deputy Assistant Secretary (Regulatory, Tariff
and Trade Enforcement).

[FR Doc. 00-5360 Filed 3—6—00; 8:45 am]
BILLING CODE 4810-31-P

DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Part 110
[CGD09 99-081]

RIN 2115-AA98

Special Anchorage Area; Henderson
Harbor, New York

AGENCY: Coast Guard, DOT.
ACTION: Final rule.

SUMMARY: The Coast Guard is enlarging
the existing special anchorage area in
Henderson Harbor, NY. Henderson
Harbor is used as a temporary anchorage
area for recreational vessels to anchor
without the requirement of showing
anchorage lights as required by
navigation rules. Enlarging this special
anchorage area will replace anchorage
space lost as a result of declining water
levels in Lake Ontario and improve
safety to vessels anchoring within this
highly trafficked area.

DATES: This regulation becomes
effective on April 28, 2000.

ADDRESSES: Comments and materials
received from the public, as well as
documents indicated in this preamble as
being available in the docket, are part of
docket [CGD09 99-081] and are
available for inspection or copying at
the Ninth Coast Guard District, Room
2069, 1240 E. Ninth Street, Cleveland,
OH, between 8 a.m. and 4 p.m. Monday
through Friday, except federal holidays.

FOR FURTHER INFORMATION CONTACT: LT
Lynn Goldhammer, Ninth Coast Guard
District, Marine Safety Division, at (216)
902-6050.

SUPPLEMENTARY INFORMATION:
Regulatory Information

We published a notice of proposed
rulemaking concerning this regulation
in the Federal Register on November 5,
1999 (64 FR 60399). Five comments
were received during the comment
period.

Background and Purpose

This rule is in response to a request
from the City of Henderson, New York
to enlarge the existing special anchorage
area in Henderson Harbor. The intended
effect of the regulation is to reduce the
risk of vessel collisions by providing
notice to mariners of the establishment
of a special anchorage area in which
vessels not more than 65 feet in length
are not required to exhibit anchor lights
as required by the Navigation Rules.

Discussion of Comments and Changes

Five letters were received in support
of enlarging the special anchorage in
Henderson Harbor. No objections were
received. Two letters recommended
extending the position of Buoy “C” in
anchorage area A to create a more
rectangular shape to anchorage area A.
The Coast Guard considered these
comments and has decided to make this
change to the proposed rule.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866 and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
order. The Office of Management and
Budget has not reviewed this rule under
that order. It is not “significant” under
the regulatory policies and procedures
of the Department of Transportation
(DOT) (44 FR 11040, February 26, 1979).
The Coast Guard expects the economic
impact of this proposal to be so minimal
that a full Regulatory Evaluation under
paragraph 10(e) of the regulatory
policies and procedures of DOT is
unnecessary.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601 et seq.), the Coast Guard
must consider whether this rule will
have a significant economic effect upon
a substantial number of small entities.
“Small entities” include small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
Therefore, the Coast Guard certifies
under 5 U.S.C. 605(b) that this rule will
not have a significant economic impact
on a substantial number of small entities
because using the anchorage area is
voluntary.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104—221),
we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.
Small entities may contact the person
listed under FOR FURTHER INFORMATION
CONTACT for assistance in understanding
and participating in this rulemaking. We
also have a point of contact for
commenting on actions by employees of
the Coast Guard. Small businesses may
send comments on the actions of
Federal employees who enforce, or who
otherwise determine compliance with
Federal regulations, to the Small
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Business and Agriculture Regulatory
Enforcement Ombudsman and the
Regional Small Business Regulatory
Fairness Boards. The ombudsman
evaluates these actions annually and
rates each agency’s responsiveness to
small businesses. If you wish to
comment on actions by employees of
the Coast Guard, please call 1-888—
REG-FAIR (1-888-734-3247).

Collection of Information

This rule calls for no new collection
of information requirements under the
Paperwork Reduction Act (44 U.S.C.
3501 et seq.).

Federalism

We have analyzed this rule under
Executive Order 13132 and have
determined that this rule does not have
implications for federalism under that
order.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) governs
the issuance of Federal regulations that
require unfunded mandates. An
unfunded mandate is a regulation that
requires a state, local, or tribal
government or the private sector to
incur direct costs without the federal
government having first provided the
funds to pay those unfunded mandate
costs. This rule will not impose an
unfunded mandate.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under E.O. 12630,
Governmental Actions and Interference
with Constitutionally Protected Property
Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of E.O.
12988, Civil Justice Reform, to minimize
litigation, eliminate ambiguity, and
reduce burden.

Protection of Children

We have analyzed this rule under E.O.
13045, Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and does not concern an
environmental risk to health or safety
that may disproportionately affect
children.

Environment

The Coast Guard considered the
environmental impact of this proposed
rule and determined under Figure 2-1,
paragraph 34(f) of Commandant
Instruction M16475.1C, that this rule is

categorically excluded from further
environmental documentation.

List of Subjects in 33 CFR Part 110

Special anchorage areas.

Final Regulation

In consideration of the foregoing, the
Coast Guard amends Part 110 of Title
33, Code of Federal Regulations, as
follows:

PART 110—[AMENDED]

1. The authority citation for Part 110
continues to read as follows:

Authority: 33 U.S.C. 471, 1221 through
1236; 2030, 2035, 2071; 49 CFR 1.46 and 33
CFR 1.05—1(g).

2. Section 110.87 is revised to read as
follows:

§110.87 Henderson Harbor, N.Y.

(a) Area A. The area in the southern
portion of Henderson Harbor west of the
Henderson Harbor Yacht Club bounded
by a line beginning at latitude
43°51'08.8" N, longitude 76°12'08.9" W,
thence to latitude 43°51'09.0" N,
longitude 76°12'19.0" W, thence to
latitude 43°51'33.4" N, longitude
76°12'19.0" W, thence to latitude
43°51'33.4" N, longitude 76°12'09.6" W,
thence to the point of beginning. All
nautical positions are based on North
American Datum of 1983.

(b) Area B. The area in the southern
portion of Henderson Harbor north of
Graham Creek Entrance Light bounded
by a line beginning at latitude
43°51'21.8" N, longitude 76°11'58.2" W,
thence to latitude 43°51'21.7" N,
longitude 76°12'05.5" W, thence to
latitude 43°51'33.4" N, longitude
76°12'06.2" W, thence to latitude
43°51'33.6" N, longitude 76°12'00.8" W,
thence to the point of beginning. All
nautical positions are based on North
American Datum of 1983.

Note: Permission must be obtained from
the Town of Henderson Harbormaster before
any vessel is moored or anchored in this
special anchorage area.

Dated: February 28, 2000.

James D. Hull,

Rear Admiral, U.S. Coast Guard, Commander,
Ninth Coast Guard District.

[FR Doc. 00-5487 Filed 3—6—-00; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Part 117
[CGDO07-00-008]
RIN 2115-AE47

Drawbridge Operation Regulations;
Atlantic Intracoastal Waterway, FL

AGENCY: Coast Guard, DOT.
ACTION: Final rule.

SUMMARY: The Coast Guard is removing
the regulations governing the operation
of the State Road 706, Indiantown Road
drawbridge, mile 1006.2, at Jupiter,
Palm Beach County, Florida. This
drawbridge has been removed and the
regulations governing the operation of
the drawbridge are no longer necessary.

DATES: This rule is effective March 7,
2000.

ADDRESSES: The Commander(oan),
Seventh Coast Guard District, maintains
the public docket for this rulemaking.
The docket will be available for
inspection or copying at 909 SE 1st
Avenue, room 406, Miami, FL 33131
between 8 a.m. and 4 p.m. Monday
through Friday, except federal holidays.

FOR FURTHER INFORMATION CONTACT: Ms.
Evelyn Smart, Project Manager, Bridge
Section, at (305) 536—6546.

SUPPLEMENTARY INFORMATION:
Regulatory Information

We did not publish a notice of
proposed rulemaking (NPRM) for this
regulation. Under 5 U.S.C. 553(b)(B), the
Coast Guard finds that good cause exists
for not publishing an NPRM. This final
rule removes a bridge regulation for a
drawbridge that was removed in
September 1997.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. This final rule removes a
bridge regulation for a drawbridge that
was removed in 1997. Therefore,
publishing a notice of proposed
rulemaking or delaying the effective
date of the final rule is unnecessary and
the Coast Guard is proceeding to final
rule, effective upon publication in the
Federal Register.

Background and Purpose

The bridge regulations for the old
State Road 706 drawbridge, locally
known as the Indiantown Road Bridge,
were published in the Federal Register
on July 27, 1990 [55 FR 30689]. The
regulation established draw times for
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the opening of the drawbridge. This
drawbridge was replaced with a higher
bascule bridge and the old drawbridge
has been removed from the waterway.
The regulations governing the operation
of the old drawbridge are no longer
needed and the Coast Guard is removing
33 CFR 117.261(q).

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866 and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. It is not significant under the
regulatory policies and procedures of
the Department of Transportation (DOT)
(44 FR 11040, February 26, 1979). The
Coast Guard expects the economic
impact of this rule to be so minimal that
a full regulatory evaluation under
paragraph 10e of the regulatory policy
and procedures of DOT is unnecessary.
We conclude this because the
drawbridge has been removed.

Small Entities

Under the Regulatory Flexibility Act
(5 USC 601-612), we considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this final rule will not
have a significant economic impact on
a substantial number of small entities
because the drawbridge has been
replaced with a newer, higher bascule
bridge and the drawbridge regulation is
no longer necessary.

Assistance for Small Entities

This rule calls for no assistance for
small entities under section 213(a) of
the Small Business Regulatory
Enforcement Fairness Act of 1996 (Pub.
L. 104-121).

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

We have analyzed this rule under
Executive Order 13132 and have
determined that this rule does not have
sufficient implications for federalism to

warrant the preparation of a Federalism
Assessment.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) governs
the issuance of Federal regulations that
require unfunded mandates. An
unfunded mandate is a regulation that
requires a State, local, or tribal
government or the private sector to
incur direct costs without the Federal
Government’s having first provided the
funds to pay those unfunded mandate
costs. This rule will not impose an
unfunded mandate.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under E.O. 12630,
Governmental Actions and Interference
with Constitutionally Protected Property
Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of E.O.
12988, Civil Justice Reform, to minimize
litigation, eliminate ambiguity, and
reduce burden.

Protection of Children

We have analyzed this rule under E.O.
13045, Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and does not concern an
environmental risk to health or risk to
safety that may disproportionately affect
children.

Environment

The Coast Guard considered the
environmental impact of this rule and
concluded that under figure 2—1,
paragraph 32(e), of Commandant
Instruction M16475.1C, this rule is
categorically excluded from further
environmental documentation. A
““Categorical Exclusion Determination”
is available in the docket for inspection
or copying where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 117
Bridges.
Final Regulations

For the reasons set out in the
preamble, the Coast Guard amends part
117 of Title 33, Code of Federal
Regulations, as follows:

PART 117—[AMENDED]
1. The authority citation for part 117
continues to read as follows:

Authority: 33 USC 499; 49 CFR 1.46; 33
CFR 1.05-1(g); section 117.255 also issued

under the authority of Pub. L. 102-587, 106
Stat. 5039.

§117.261 [Amended]

2.In §117.261, remove and reserve
paragraph (q).

Dated: February 16, 2000.
T.W. Allen,

Rear Admiral, U.S. Coast Guard, Commander,
Seventh Coast Guard District.

[FR Doc. 00-5489 Filed 3—6—00; 8:45 am]
BILLING CODE 4910-15-P

NATIONAL INSTITUTE FOR LITERACY
34 CFR Part 1100

Literacy Leader Fellowship Program

AGENCY: National Institute for Literacy.
ACTION: Final regulations.

SUMMARY: The Director amends the
regulations governing the Literacy
Leader Fellowship Program. Under this
program, the Director may award
fellowships to individuals to enable
them to engage in research, education,
training, technical assistance, or other
activities that advance the field of adult
education or literacy. These
amendments make changes that
improve the administration of the
program.

DATES: These regulations take effect
March 7, 2000.

FOR FURTHER INFORMATION CONTACT:
Jennifer Cromley, Telephone No.: 202/
233-2053, email jcromley@nifl.gov.
Individuals who use a
telecommunication device for the deaf
(TDD) may call the Federal Information
Relay Service (FIRS) at 1-800-877—8339
between 8 am and 8 pm, Eastern time,
Monday through Friday.

SUPPLEMENTARY INFORMATION: The
Director has made minor technical
changes to the regulations, as well as
minor changes in § 1100.5 (definition of
literacy worker) to more clearly specify
that only literacy workers with five or
more years experience are eligible to
apply for the Literacy Leader
Fellowship Program. The Director has
also amended the regulations to clarify
that applicants proposing to conduct
family literacy projects involving the
adult components of family literacy are
eligible to apply. These changes are
reflected in §§1100.1, 1100.2, 1100.3,
and 1100.5. Section 1100.5 includes a
new definition of family literacy that
incorporates the adult components of
family literacy from the statute
governing the Even Start Family
Literacy Program. Sections 1100.1—
1100.3 also clarify that all fellowship
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proposals must be related to adult or
family literacy. The Director has
increased the maximum size of the
stipend available for the program (in
§1100.22) and instituted a requirement
that fellows devote at least 60 percent of
effort to the project (which may be
waived at the Director’s discretion) in
§1100.32. The Director has changed the
residency requirements for the program,
so that Fellows are encouraged, but no
longer required, to spend a significant
portion of their time at the Institute

(§ 1100.30, with technical changes to
§1100.21(c)(2)), although Fellows are
still required to make four visits to the
Institute to attend quarterly meetings. In
addition, the Director has added
references to two applicable regulations
(34 CFR 74.61 and 34 CFR 75.61) which
were inadvertently omitted from the
1997 revisions.

Paperwork Reduction Act of 1995

Under the Paperwork Reduction Act
of 1995, no persons are required to
respond to a collection of information
unless it displays a valid OMB control
number. The valid OMB control number
assigned to the collection of information
in these final regulations is displayed at
the end of the affected sections of the
regulations.

List of Subjects in 34 CFR Part 1100

Adult education; Grant programs—
education; Reporting and recordkeeping
requirements.

The Director amends Title 34 of the
Code of Federal Regulations by revising
Part 1100 to read as follows:

PART 1100—NATIONAL INSTITUTE
FOR LITERACY: LITERACY LEADER
FELLOWSHIP PROGRAM

Subpart A—General

Sec.

1100.1 What is the Literacy Leader Fellows
Program?

1100.2 Who is eligible for a fellowship?

1100.3 What types of projects may a fellow
conduct under this program?

1100.4 What regulations apply?

1100.5 What definitions apply?

1100.6 What priorities may the Director
establish?

Subpart B—How Does an Individual Apply
for a Fellowship?

1100.10 What categories of fellowships
does the Institute award?

1100.11 How does an individual apply for
a fellowship?

1100.12 What applications are not
evaluated for funding?

Subpart C—How Does the Director Award a
Fellowship?

1100.20 How is a fellow selected?
1100.21 What selection criteria does the
Director use to rate an applicant?

1100.22 How does the Director determine
the amount of a fellowship?

1100.23 What payment methods may the
Director use?

1100.24 What are the procedures for
payment of a fellowship award directly
to the fellow?

1100.25 What are the procedures for
payment of a fellowship award through
the fellow’s employer?

Subpart D—What Conditions Must Be Met

by a Fellow?

1100.30 Where may the fellowship project
be conducted?

1100.31 Who is responsible for oversight of
fellowship activities?

1100.32 What is the duration of a
fellowship?

1100.33 What reports are required?

Authority: 20 U.S.C. 1213c(e).

Subpart A—General

§1100.1 What is the Literacy Leader
Fellowship Program?

(a) Under the Literacy Leader
Fellowship Program, the Director of the
National Institute for Literacy provides
financial assistance to outstanding
individuals who are pursuing careers in
adult education, adult literacy or the
adult components of family literacy, as
defined in sections 1202(e)(3) (A), (B),
and (C) of the Elementary and
Secondary Education Act of 1965, as
amended (20 USC 6362(e)(3) (A), (B),
and (C)).

(b) Fellowships are awarded to these
individuals for the purpose of carrying
out short-term, innovative projects that
contribute to the knowledge base of the
adult education or adult or family
literacy field.

(c) Fellowships are intended to
benefit the fellow, the Institute, and the
national literacy field by providing the
fellow with the opportunity to interact
with national leaders in the field and
make contributions to federal policy
initiatives that promote a fully literate
adult population.

§1100.2 Who is eligible for a fellowship?

(a) Only individuals are eligible to be
recipients of fellowships.

(b) To be eligible for a fellowship
under this program, an individual must
be—

(1) A citizen or national of the United
States, or a permanent resident of the
United States, or an individual who is
in the United States for other than
temporary purposes and intends to
become a permanent resident;

(2) Eligible for Federal assistance
under the terms of 34 CFR 75.60 and
75.61; and

(3) Either an adult or family literacy
worker or an adult learner as defined in
§1105.5.

(c) An individual who has received a
fellowship award in a prior year is not
eligible for another award.

(d) Several individuals may apply
jointly for one award, if each individual
will contribute significantly to the
proposed project and if the proposed
project will develop leadership for each
individual.

§1100.3 What type of project may a fellow
conduct under this program?

(a) Under the auspices of the Institute,
and in accordance with the Fellowship
Agreement, a Literacy Leader Fellow
may use a fellowship awarded under
this part to engage in research,
education, training, technical assistance,
or other activities that advance the field
of adult education, adult or family
literacy, including the training of
volunteer literacy providers at the
national, State, or local level.

(b) a Literacy Leader Fellow may not
use a fellowship awarded under this
part for any of the following:

(1) Tuition and fees for continuing the
education of the applicant where this is
the sole or primary purpose of the
project.

(2) Planning and implementing
fundraisers

(3) General program operations and
administration.

(4) Activities that otherwise do not
meet the purposes of the Literacy Leader
Fellowship program, as described in
paragraph (a) of this section.

§1100.4 What regulations apply?

This program is governed by the
regulations in this part and the
following additional regulations:

34 CFR 74.36, Intangible property;

34 CFR 74.61, Termination

34 CFR 75.60, Individuals ineligible
to receive assistance

34 CFR 75.61, Certification of
eligibility

34 CFR part 85, Governmentwide
Debarment and Suspension
(Nonprocurement) and
Governmentwide Requirements for
Drug-Free Workplace (Grants).

§1100.5 What definitions apply?

(a) The definitions in 34 CFR 77.1,
except that the definitions of
“Applicant”; “Application”, “Award”,
and “Project” do not apply to this part.

(b) Other definitions. The following
definitions also apply to this part:

Adult learner means an individual
over 16 years old who is pursuing or has
completed some form of literacy or basic
skills training, including preparation for
the G.E.D.

Applicant means an individual (or
more than one individual, if applying
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jointly) requesting a fellowship under
this program.

Application means a written request
for a fellowship under this program.

Award means an amount of funds
provided for fellowship activities.

Board means the National Institute for
Literacy’s Advisory Board established
pursuant to section 242(e) of the
Workforce Investment Act of 1998 (20
U.S.C. 9252(e)).

Director means the Director of the
National Institute for Literacy.

Family literacy, for purposes of the
Literacy Leader Fellowship Program,
means any of the adult components of
family literacy, as defined in sections
1202(e)(3)(A), (B), and (C) of the
Elementary and Secondary Education
Act of 1965, as amended (20 U.S.C.
6362(e)(3)(A), (B), and (C)), including
interactive literacy activities between
parents and their children, training for
parents regarding how to be the primary
teacher for their children and full
partners in the education of their
children, or parent literacy training that
leads to economic self-sufficiency.

Fellow means a recipient of a
fellowship.

Fellowship means an award of
financial assistance made by the
Institute to an individual pursuant to
section 242(d) of the Workforce
Investment Act of 1998 (20 U.S.C.
9252(d)) to enable that individual to
conduct research or other authorized
literacy activities under the auspices of
the Institute.

Fellowship Agreement means a
written agreement entered into between
the Institute and a fellow, which, when
executed, has the legal effect of
obligating the fellowship award, and
which states the rights and obligations
of the parties.

Institute means the National Institute
for Literacy.

Literacy worker means an individual
who is pursuing a career in adult
literacy or family literacy (as defined
above) or a related field and who has a
minimum of five years of relevant
academic, volunteer or professional
experience in the adult literacy, family
literacy, adult education, or related
field. Relevant experience includes
teaching, policymaking, administration,
or research.

Project means the work to be engaged
in by the fellow during the period of the
fellowship.

Research means one or more of the
following activities in literacy or
education or education related fields:
basic and applied research, planning,
surveys, assessments, evaluations,
investigations, experiments,
development and demonstrations.

§1100.6 What priorities may the Director
establish?

The Director may, through a notice
published in the Federal Register, select
annually one or more priorities for
funding. These priorities may be chosen
from the areas of greatest immediate
concern to the Institute and may
include, but are not limited to, the
following areas:

(a) Developing leadership in adult
learners. Because adult learners are the
true experts on literacy, they are an
important resource for the field. Their
firsthand experience as “customers” of
the literacy system can be invaluable in
assisting the field in moving forward,
particularly in terms of raising public
awareness and understanding about
literacy.

(b) Expanding the use of technology in
literacy programs. One of the Institute’s
major projects is the Literacy
Information aNd Communication
System (LINCS), an Internet-based
information system that provides timely
information and abundant resources to
the literacy community. Keeping the
literacy community up to date in the
Information Age is vital.

(c) Improving accountability for
literacy programs. Literacy programs
must develop accountability systems
that demonstrate their effectiveness in
helping adult learners contribute more
fully in the workplace, family and
community. There is growing interest in
results-oriented literacy practice,
especially as related to the Equipped for
the Future (EFF) framework.

(d) Raising public awareness about
literacy. The Institute is leading a
national effort to raise public awareness
that literacy is part of the solution to
many social concerns, including health,
welfare, the economy, and the well-
being of children. Projects that enhance
this effort will be given priority
consideration.

Subpart B—How Does an Individual
Apply for a Fellowship?

§1100.10 What categories of fellowships
does the Institute award?

The Institute awards two categories of
Literacy Leadership Fellowships:

(a) Literacy Worker Fellowships; and

(b) Adult Learner Fellowships.

§1100.11 How does an individual apply for
afellowship?

An individual shall apply to the
Director for a fellowship award in
response to an application notice
published by the Director in the Federal
Register. The application must describe
a plan for one or more of the activities
stated in § 1100.3 that the applicant

proposes to conduct under the
fellowship. The application must
indicate which category of fellowship,
as described in § 1100.10, most
accurately describes the applicant.
Applicants must also submit for letters
for recommendation and certain forms,
assurances and certifications, including
the certification required under 34 CFR
75.61. For applicants who propose to
conduct the fellowship project on a
part-time basis while undertaking other
paid employment, one of the four
required letters of recommendation
must be from the applicant’s employer,
and must include a statement that the
applicant’s workload will not exceed
100 percent of time. (Approved by the
Office of Management and Budget under
OMB Control Number 3430-0003,
Expiration Date 6/30/2000.)

§1100.12 What applications are not
evaluated for funding?

The Director does not evaluate an
application if—

(a) The applicant is not eligible under
§1100.2;

(b) The applicant does not comply
with all of the procedural rules that
govern the submission of applications
for Literacy Leader Fellowship funds;

(c) The application does not contain
the information required by the
Institute;

(d) The application proposes a project
for which a fellow may not use the
fellowship funds, as described in
§1100.3(h).

(e) The application is not submitted
by the deadline stated in the application
notice.

Subpart C—How Does the Director
Award a Fellowship?

§1100.20 How is a fellow selected?

(a) The Director selects applications
for fellowships on the basis of the
selection criteria in § 1100.21 and any
priorities that have been published in
the Federal Register and are applicable
to the selection of applications.

(b)(1) The Director may use experts
from the literacy field to rank
applications according to the selection
criteria in § 1100.21, and then provide
the top-ranked applications to the
Institute’s Advisory Board.

(2) The Institute’s Advisory Board
evaluates these applications based on
the selection criteria in § 1100.21 and
makes funding recommendations to the
Director.

(3) The Director then determines the
number of awards to be made in each
fellowship category and the order in
which applications will be selected for
fellowships, based on the initial rank
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order, recommendations by the board,
and any other information relevant to
any of the selection criteria, applicable
priorities, or the purposes of the
Literacy Leader Fellowship Program,
including whether the selection of an
application would increase the diversity
of fellowship projects under this
program.

§1100.21 What selection criteria does the
Director use to rate an applicant?

The Director uses the following
criteria in evaluating each applicant for
a fellowship:

(a) Quality of plan. (45 points) The
Director uses the following criteria to
evaluate the quality of the proposed
project:

(1) The proposed project deals with
an issue of major concern to the literacy
field.

(2) The design of the project is strong
and feasible.

(3) The project addresses critical
issues in an innovative way.

(4) The plan demonstrates a
knowledge of similar programs and an
intention, where appropriate, to
coordinate with them.

(5) The applicant describes adequate
support and resources for the project.

(6) The plan includes evaluation
methods to determine the effectiveness
of the project.

(7) The project results are likely to
contribute to the knowledge base in
literacy or adult education, and to
federal policy initiatives in these or
related areas.

(8) The project will enhance literacy
or adult education practice.

(9) The project builds research
capacity or improves practice within the
field.

(b) Qualifications of applicant. (25
points) The Director uses the following
criteria to evaluate the qualifications of
the applicant:

(1) The applicant has a strong
background in the adult or family
literacy field. (Include all relevant
experience, which many include
experience as a volunteer or an adult
learner.)

(2) The applicant has expertise in the
proposed area of the project.

(3) The applicant has demonstrated
the ability to complete a quality project
or has shown leadership in this area.

(4) The applicant provides letters of
recommendation that show strong
knowledge by others in the literacy field
of the applicant’s background and past
work.

(c) Relevance to the Institute. (10
points) The Director uses the following
criteria to evaluate the relevance of the
applicant’s proposal to the Institute:

(1) The project significantly relates to
the purposes and work of the Institute.

(2) The applicant proposes a
minimum of four visits to the Institute
for quarterly meetings (this may be
adjusted according to the number of
months to be served in the fellowship)
and, if necessary, depending on the
nature and scope of the proposed
project, to spend an additional portion
of the project time at the Institute.

(d) Dissemination plan. (10 points)
the Director uses the following criteria
to evaluate the quality of the
dissemination plan;

(1) The applicant clearly specifies
what information will be made available
to the field and how this information
will further the efforts of the field.

(2) The applicant describes how this
information will be shared with the
field (e.g., print, on-line, presentations,
video, etc.).

(e) Budget. (10 points) The Director
uses the following criteria to evaluate
the budget:

(1) The budget will adequately
support the project.

(2) The costs are clearly related to the
objectives of the project.

(3) The budget is cost effective.

(4) The budget narrative clearly
describes the budget and how costs are
calculated.

§1100.22 How does the Director determine
the amount of a fellowship?

The amount of the fellowship will not
exceed $70,000, and shall consist of—

(a) A stipend, calculated on the basis
of either—

(1) The fellow’s current annual salary,
prorated for the length of the fellowship
salary reimbursement; or

(2) If a fellow has no current salary,
the fellow’s education and experience;
and

(b) A subsistence allowance, materials
allowance (covering costs of materials
and supplies directly related to the
completion of the project), and travel
expenses (including expenses to attend
quarterly meetings in Washington, DC)
related to the fellowship and necessary
to complete the scope of work outlined
in the proposal, consistent with Title 5
U.S.C. chapter 57.

§1100.23 What payment methods may the
Director use?

(a) Director will pay a fellowship
award directly to the fellow or through
the fellow’s employer. The application
should specity if the fellow wishes to be
paid directly or through the fellow’s
employer.

(b) The Director considers the
preferences of the fellow in determining
whether to pay a fellowship award

directly to the fellow or through the
fellow’s employer; however, the
Director pays a fellowship award
through the fellow’s employer only if
the employer enters into an agreement
with the Director to comply the
provisions of § 1100.25.

§1100.24 What are the procedures for
payment of a fellowship award directly to
the fellow?

(a) If the Director pays fellowship
award directly to the fellow after the
Director determines the amount of a
fellowship award, the fellowship
recipient shall submit a payment
schedule to the Director for approval.
The Director advises the recipient of the
approved schedule.

(b) If a fellow does not complete the
fellowship, or if the Institute terminates
the fellowship, the fellow shall return to
the Director a prorated portion of the
stipend and any unused subsistence and
materials allowance and travel funds at
the time and in the manner required by
the Director.

§1100.25 What are the procedures for
payment of a fellowship award through the
fellow’s employer?

(a) If the Director pays a fellowship
award through the fellow’s employer,
the employer shall submit a payment
schedule to the Director for approval.

(b) The employer shall pay the fellow
the stipend, subsistence and materials
allowance, and travel funds according to
the payment schedule approved by the
Director. If the fellow does not complete
the fellowship, the fellow shall return to
the employer a prorated portion of the
stipend and any unused subsistence and
materials allowance and travel funds.
The employer shall return the funds to
the Director at the time and in the
manner required by the Director. The
employer shall also return to the
Director any portion of the stipend,
subsistence and materials allowance
and travel funds not yet paid by the
employer to the fellow.

Subpart D—What Conditions Must Be
Met by a Fellow?

§1100.30 Where may the fellowship
project be conducted?

(a) A fellow is encouraged to carry out
all, or a portion of, the fellowship
project at the Institute. At a minimum,
a fellow is required to attend quarterly
meetings at the National Institute for
Literacy in Washington, D.C. (this may
be adjusted according to the number of
months served in the fellowship).

(b) Office space and logistics will be
provided by the Institute when fellows
are in residence at the Institute.
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(c) the fellow may also be required to
participate in meetings, conferences and
other activities at the Departments of
Education, Labor, or Health and Human
Services, in Washington D.C., or in site
visits to other locations, if deemed
appropriate for the project being
conducted.

§1100.31 Who is responsible for oversight
of fellowship activities?

(a) All fellowship activities are
conducted under the direct or general
oversight of the Institute. The Institute
may arrange through written agreement
for another Federal agency, or another
public or private nonprofit agency or
organization that is substantially
involved in literacy research or services,
to assume direct supervision of the
fellowship activities.

(b) Fellows may be assigned a peer
mentor to orient them to the Federal
System and Institute procedures.

§1100.32 What is the duration of a
fellowship?

(a) The Institute awards fellowships
for a period of at least three and not
more than 12 months of full-time or
part-time activity. Applicants proposing
part-time projects must devote at least
60 percent of time to the project. The 60
percent requirement may be waived at
the Director’s discretion. An award may
not exceed 12 months in duration. The
actual period of the fellowship will be
determined at the time of award based
on proposed activities.

(b) In order to continue the fellowship
to completion, the fellow must be
making satisfactory progress as
determined periodically by the Director.

(c) A fellowship may be terminated
under the terms of 34 CFR 74.61.

§1100.33 What reports are required?

(a) A fellow shall submit fellowship
results to the Institute in formats
suitable for wide dissemination to
policymakers and the public. These
formats should include, as appropriate
to the topic of the fellowship and the
intended audience, articles for academic
journals, newspapers, and magazines.

(b) Each fellowship agreement will
contain specific provisions for how,
when, and in what format the fellow

will report on results, and how and to
whom the results will be disseminated.

(c) A fellow shall submit a final
performance report to the Director no
later than 90 days after the completion
of the fellowship. The report must
contain a description of the activities
conducted by the fellow and a thorough
analysis of the extent to which, in the
opinion of the fellow, the objectives of
the project have been achieved. In
addition, the report must include a
detailed discussion of how the activities
performed and results achieved could
be used to enhance literacy practice in
the United States. (Approved by the
Office of Management and Budget under
OMB Control Number 3430-0003,
Expiration Date 6/30/2000.)

Dated: March 2, 2000.
Carolyn Staley,
Deputy Director, NIFL.
[FR Doc. 00-5521 Filed 3—-6—-00; 8:45 am]
BILLING CODE 6055-01-M

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 86
[AMS—-FRL-6545-7]

Optional Certification Streamlining
Procedures for Light-Duty Vehicles,
Light-Duty Trucks, and Heavy-Duty
Engines for Original Equipment
Manufacturers and for Aftermarket
Conversion Manufacturers; Final Rule

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

SUMMARY: The Environmental Protection
Agency (EPA) is adopting a fee waiver
provision for vehicles certified with
“closed” fuel systems and for vehicles
certified to the Clean-Fuel vehicle (CFV)
standards. EPA is also adopting a
provision for calculating eligibility for a
partial fee waiver for vehicles converted
to operate on a gaseous fuel. EPA
proposed this provision in a Notice of
Proposed Rulemaking (NPRM)
published on July 20, 1998, at 63 FR
38767, to provide incentives for the
manufacturer of CFVs by easing the
burden of certification for

manufacturers of these vehicles. EPA is
not adopting certain other provisions
proposed in that document.

The fee waivers adopted today will be
effective for the 2000 Model Year (MY)
and will continue through MY 2003.
This action will reduce the cost of
certification for manufacturers certifying
a small-volume engine family to CFV
standards. In addition, it is anticipated
this action will provide a financial
incentive for automobile and engine
manufacturers to increase the number of
offerings of alternatively fueled vehicles
to private owners and fleet owners.
Manufacturers who qualify for the fee
waivers and who have already paid
their fees for 2000 MY vehicles will be
eligible for a complete refund. EPA
estimates that overall manufacturers
will save about $100,000 during each of
the next four model years due to this
provision.

EFFECTIVE DATE: This rule is effective
April 6, 2000.

ADDRESSES: Materials relevant to this
final rule are contained in Docket No.
A-97-27, located at the Air Docket, 401
M Street SW, Washington, DC 20460,
and may be reviewed in Room M-1500
from 8 a.m. until 5:30 p.m. on business
days. The telephone number is (202)
260-7548 and the facsimile number is
(202) 260—4400. As provided in 40 CFR
Part 2, EPA may charge a reasonable fee
for photocopying docket materials.

FOR FURTHER INFORMATION CONTACT: Mr.
Clifford Tyree, Senior Project Manager,
U.S. EPA, National Vehicle and Fuel
Emission Laboratory, Vehicle Programs
and Compliance Division, 2565
Plymouth Road, Ann Arbor, MI 48105—
2425. Telephone: (734) 214-4310; FAX
734-214-4053. E-Mail,
tyree.clifford@epamail.epa.gov.

SUPPLEMENTARY INFORMATION:
Regulated Entities

Entities potentially regulated by this
action are Original Equipment
Manufacturers (OEMs) of Light-Duty
Vehicles, Light-Duty Trucks (LDTs), and
Heavy-Duty Engine (HDEs)
manufacturers. In addition, aftermarket
converters of LDVs, LDTs, and HDEs
will also be regulated. Entities include:

Category

Examples of regulated entities

Auto industry of light-duty vehicles, light-duty trucks, and heavy-duty

engines.

Original Equipment Manufacturers (OEMs) and Aftermarket Converters.

This table is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be

regulated by this action. This table lists
the types of entities that EPA is now
aware could potentially be regulated by

this action. Other types of entities not
listed in the table could also be
regulated. To determine whether your
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product is regulated by this action, you
should carefully examine the
applicability criteria in § 86.094—1 of
title 40 of the Code of Federal
Regulations. If you have questions
regarding the applicability of this action
to a particular product, consult the
person listed in the preceding FOR
FURTHER INFORMATION CONTACT section.

Obtaining Electronic Copies of the
Regulatory Documents

The preamble, regulatory and other
related documents are also available
electronically from the EPA Internet
Web site. This service is free of charge,
except for any cost you already incur for
Internet connectivity. The electronic
Federal Register version is made
available on the day of publication on
the primary Web site listed below. The
EPA Office of Mobile Sources also
publishes Federal Register notices and
related documents on a secondary Web
site listed below.

1. http://www.epa.gov/docs/fedrgstr/
EPA-AIR/(either select desired date or
use Search feature.)

2. http://www.epa.gov/OMSWWW/
cff.htm

Please note that due to differences
between the software used to develop
the document and the software into
which the document may be
downloaded, changes in format, page
length, etc. may occur.

Table of Contents

I. Introduction
II. Content of the Final Rule
A. Definition of Dedicated Vehicle (or
Engine)
B. Engine Family Criteria and Assigned
Deterioration Factors
C. Fees
III. Projected Impacts
A. Environmental Impact
B. Economic Impact
IV. Public Participation
V. Administrative Requirements
A. Administrative Designation and
Regulatory Analysis
B. Regulatory Flexibility Act
C. Paperwork Reduction Act
D. Unfunded Mandates Reform Act
E. Congressional Review Act
F. National Technology Transfer and
Advancement Act
G. Protection of Children
H. Enhancing Intergovernmental
Partnerships
I. Consultation and Coordination With
Indian Tribal Governments
J. Executive Order 13132, Federalism
Policies
VI. Statutory Authority

I. Introduction

The goal of the proposed amendments
was to ease the burden of certification
for manufacturers of vehicles and
engines certified with closed fuel

systems and for manufacturers of Clean-
Fuel vehicles (CFV), to increase the
supply of such vehicles. This overall
increase in the supply of such vehicles
will also result in a broader selection of
vehicles certified to CFV standards for
fleet operators subject to the purchasing
requirements of state Clean-Fuel Fleet
Programs (CFFP) under section 246 of
the Clean Air Act. EPA proposed to (1)
Revise the definition for dedicated
vehicle (or engine) in 40 CFR 86.092—-90
to include CFVs with limited ability to
operate on a conventional fuel, (2)
amend the current regulations to allow
manufacturers of CFVs to group certain
engine families together for certification
purposes, and (3) exempt certain
manufacturers for MY 1999, 2000, and
2001, from certification fees for vehicles
with closed fuel systems and for CFVs.

I1. Content of the Final Rule

A. Definition of Dedicated Vehicle (or
Engine)

EPA is not adopting the proposed
changes to the definition of a dedicated
vehicle (or engine) for the reasons
described below. EPA received four
comments expressing support for this
provision, but also expressing concern
that the proposed definition would add
complexity and confusion for the
consumer.

EPA proposed to revise the current
definition of dedicated vehicle (or
engine) to encompass vehicles with
limited ability to operate on a second
fuel. The emergency fuel supply of the
second fuel would be limited to a fuel
capacity that would only allow a 50-
mile range or, operation for one hour in
three hours of driving. Some
commenters felt strongly that the
operators would find a way to
circumvent the limitations on the use of
the second fuel. For example, the
electronic limit of one hour of operation
in three could easily be tampered with.
They also felt that some operators
would choose to operate on the gasoline
in non-emergency situations, even if the
total capacity would only allow a 50-
mile range.

EPA received several comments
arguing that any vehicle called
“dedicated”” should only be capable of
operating on one fuel. They stated that
the option of an emergency fuel supply
within the definition of “‘dedicated”
would erode consumer knowledge and
understanding of the work they have
accomplished in producing vehicles
which would not have the emergency
fuel supply.

EPA has considered the comments
received and concludes that it is best to
keep the current definition of dedicated

vehicle (or engine) intact and, therefore,
the proposed change is not being
adopted today. EPA believes that at this
time it cannot ensure that amending the
definition of dedicated vehicle as
proposed will not result in consumer
confusion about alternative fueled
vehicles. Therefore, vehicles with a
limited ability to operate on a second
fuel will continue to be considered
dual-fueled vehicles.

B. Engine Family Criteria and Assigned
Deterioration Factors

In light of recently adopted
amendments to EPA’s certification
regulations EPA has decided not to
adopt the proposed engine family
criteria and assigned deterioration
factors (DFs) proposed in the NPRM. 1
The flexibility that would have been
provided by the proposed definition of
“Engine Family Class” is for the most
part encompassed in the “Durability
group determination’” and the “Test
group determination” provisions of the
CAP 2000 amendments.2-3 Because the
CAP 2000 amendments provide the
majority of relief proposed for light-duty
vehicles, it is unnecessary to adopt the
proposed provisions.

The CAP 2000 rules do not apply to
heavy-duty engines and the proposed
durability requirements would have
required specific durability data
submissions for heavy-duty engines.
Some commenters stated that the
proposed changes were more restrictive
than current regulations, therefore the
heavy-duty manufacturers would not
likely exercise the options that would be
provided by the proposed provisions.
Since the changes would have been
optional and because it appears unlikely
the heavy-duty engine manufacturers
would use the options that would have
been provided by the proposed
provisions, EPA has decided not to
adopt the proposed changes for heavy-
duty engines.

Several commenters noted that a 1995
EPA guidance document (CD-95-14),
would expire with the 2000 MY. This
Agency guidance document provided
assigned deterioration factors for
gaseous-fueled vehicles and engines for
small-volume manufacturers as
provided in 40 CFR 86.094—14(a)(2) and
86.094—-14(c)(7)(1)(C). The commenters
noted that the Agency has previously
indicated its intent to extend the

140 CFR Part 9 et al.; Control of Air Pollution
From New Motor Vehicles; Compliance programs
for New Light-Duty Vehicles and Light-Duty
Trucks; Final Rule, 85 FR 23905, May 4, 1999 (the
“CAP 2000 regulations).

240 CFR 86.1820-01 “Durability group
Determination”

340 CFR 86.1827—-01 “Test group Determination”
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applicability of the assigned
deterioration factors to reflect both the
new sales-volume limit for small-
volume manufacturers as provided in
the CAP 2000 provisions and to include
assigned deterioration factors for heavy-
duty engines qualified to use additive
deterioration factors. EPA did not
indicate in the NPRM any intent to
revise this guidance. This issue is
outside the scope of today’s action, and
EPA intends to address this issue in a
separate context.

C. Fees

EPA is finalizing the proposed fee
waiver provisions, for the reasons
described below and in the NPRM.
Every commenter addressing the fees
issue supported this proposed
amendment.

Several commenters who supported
EPA’s proposal recommended
expanding the scope of the fee waiver.
One fleet operator recommended the fee
waiver be extended indefinitely. One
commenter wanted the fee waiver to be
retroactive to the date of the Notice of
Proposed Rulemaking, July 20, 1998.
One commenter wanted all of the 1999
model year fees to be refunded for all
alternative fueled vehicles. For the
reasons described below, EPA is
finalizing the proposed fee waiver for
MY 2000 vehicles and engines meeting
LEV or better emissions standards, and
for MY 2000 dedicated gaseous fuel
vehicles and engines. In addition, EPA
is adopting a provision through which
manufacturers who have certified such
vehicles for MY 2000 can seek a refund
of certification fees. Finally, EPA is
extending the fee waiver through MY
2003, two years beyond the proposed
waiver.

EPA disagrees with the commenter
who recommends the fee waiver be
extended indefinitely. The purpose of
the fee waiver is to encourage
manufacturers to produce and certify
clean fuel vehicles, and gaseous fueled
vehicles, as described in the NPRM.
EPA does not believe that it is necessary
or appropriate to provide a fee waiver
beyond a specific, short-term time
period as an incentive to manufacturers.
Once clean fuel vehicles and gaseous
fueled vehicles are certified and in use,
it is reasonable to expect that
consumers, including fleets, will
continue to provide a market for such
vehicles. Therefore, an indefinite or
significantly longer term fee waiver is
not needed.

EPA also does not believe it is
appropriate to make the fee waiver and
refunds retroactive to MY vehicles
before MY2000. While EPA believes it is
appropriate to provide a short-term fee

waiver for certain vehicles for the
reasons described in the NPRM, to the
extent manufacturers certified clean fuel
vehicles and gaseous fueled vehicles in
prior model years, they clearly believed
it was a wise business decision to do so
even without the incentive provided by
a fee waiver or refund. Since the
purpose of the waiver is to encourage
certification of such vehicles, that
purpose is not served by refunding or
waiving fees from prior model years.*

EPA received comments requesting
the fee waiver extend at least through
MY 2004. One commenter indicated
that original equipment manufacturers
(OEMs) plan for model year
introduction 3 and 4 years in advance,
and therefore it is appropriate for EPA
to waive certification fees for those
vehicles and engines which
manufacturers are currently beginning
to develop. Commenters also noted that
EPA’s emission standards are expected
to be revised beginning with MY 2004,
making a fee waiver through this period
a convenient bridge to the new
standards.

EPA is adopting a fee waiver
provision for clean fuel vehicles and
dedicated alternative fuel vehicles that
applies through MY 2003. EPA is aware
that certain fleets continue to
experience difficulty in obtaining
appropriate clean fuel vehicles to meet
fleet program purchase requirements.
Moreover, further development of the
alternative fuel refueling infrastructure
would help enable such fleets to have a
broader choice of qualifying vehicles
from which to choose. For these
reasons, EPA proposed a fee waiver to
extend for three model years (MY 1999—
2001). Based on the effective date of
today’s action, a three-model-year fee
waiver provision adopted today would
apply through MY 2002. EPA believes
that it is appropriate to extend the
waiver provision for an additional
model year, to encourage manufacturers
to begin development of clean fuel
vehicles and dedicated alternative fuel
vehicles for introduction into commerce
in the future. Those manufacturers who
do need four years to plan for vehicle
introduction are thus assured of a fee
waiver for MY 2003.

4 As described below, EPA is providing an
opportunity for certain manufacturers to request a
refund of fees for MY 2000. This is to provide
equity for all manufacturers of similar vehicles for
a particular model year, and therefore the reasoning
for this limited refund provision does not support
extending the refund to prior model years. In
addition, EPA’s calculation of fees that could be
refunded for MY 2000 under the provision adopted
today shows that the total possible amount that
could be refunded is relatively small (less than
$75,000).

EPA disagrees with commenters who
recommended the fee waiver extend at
least through MY 2004, to provide a
bridge to implementation of EPA’s Tier
2 standards. As described in this notice
and in the NPRM, the fee waiver is
primarily intended to encourage
manufacturers to certify and produce
vehicles and engines to meet the
purchase requirements of fleet operators
subject to clean fuel fleet program
purchase requirements. It was not
proposed as a means to facilitate
implementation of new emissions
standards. For this reason, and because
EPA believes a four-model-year period
is sufficient to provide an initial
encouragement for the production of
clean fuel vehicles and dedicated
alternative fuel vehicles, EPA is not
extending the fee waiver beyond MY
2003.

Several commenters wanted the fee
waiver to apply to flexible- and dual-
fuel vehicles. EPA is finalizing the
proposal to waive fees for dedicated
Tier 1 gaseous fueled vehicles, for the
reasons described in the NPRM. EPA is
not including Tier 1 flexible- and dual-
fuel vehicles in the full fee waiver
because EPA cannot ensure the vehicles
will be operated using the alternative
fuel. However, as described below, EPA
believes it is appropriate to provide a
more limited incentive for
manufacturers to certify such vehicles.

One commenter claimed the need to
include flexible- and dual-fuel vehicles
is consistent with the Congressional
intent under Energy Policy Act (EPAct)
to reduce dependency on foreign oil.
This fee waiver is not intended to
further the purposes of EPAct, which is
a statute administered by the
Department of Energy (DOE). Also, for
the reason already stated in the NPRM
and above, the fee waiver will apply
only to dedicated fuel systems.

EPA’s fee waiver proposal was issued
in July 1998, and, at that time, EPA
expected the fee waiver would begin to
apply no later than MY 2000, based on
the expected date of promulgation of the
final rule. However, due to the delay in
taking final action on the proposed
provisions, some manufacturers have
already certified vehicles to the Low-
Emissions Vehicles (LEV), Inherently-
LEV (ILEV), Ultra LEV (ULEV), or Zero-
Emissions Vehicles (ZEV) emissions
standards for MY 2000. EPA is adopting
a provision to refund the certification
fees paid for such vehicles, as well as
any dedicated gaseous fueled Tier 1
vehicles, to provide equity in charging
of fees in MY 2000. EPA does not want
to penalize those manufacturers who
certified these cleaner vehicles early in
the model year, prior to promulgation of
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these regulations. Therefore,
manufacturers of such vehicles can
request a refund of certification fees
from EPA. This refund provision, in
combination with the fee waiver
provision, results in an appropriate,
equitable, and nondiscriminatory fee
schedule, for the reasons described in
the NPRM, and because it avoids
penalizing manufacturers who have
already certified such vehicles for MY
2000.

Several commenters noted a
discrepancy between the preamble and
the proposed rule. In the preamble, EPA
clearly identified vehicles and engines
with “closed” fuel systems certified to
Tier 1 standards as eligible for a fee
waiver.? The proposed amendments to
the regulatory language did not reflect
this provision. This oversight is
corrected in today’s action and any
vehicle or engine with a dedicated
“closed” fuel system is eligible. A
vehicle or engine with a dual-fuel
system or flexible-fuel system would not
be eligible for a fee waiver. Vehicles
certified only to California emissions
standards would also not be eligible for
a fee waiver.

One of the existing fee waiver
provisions, found at 40 CFR 86.908—
93(a), provides a waiver from the full fee
if the projected sales are anticipated to
be such that a full fee would exceed 1%
of the retail value. For example, if the
retail sales price—based on the National
Automobile Dealer’s Association
appraisal—is $25,000.00, then the
manufacturer would pay 1% of this
value or $250.00 for each vehicle until
the maximum applicable fee is reached.
Several commenters recommended EPA
change the way the 1% value was
determined. These commenters argued
that the value added during the
conversion process is the value that
should be the basis of the 1% fee waiver
calculations. EPA agrees that the
calculation method for the one percent
waiver in the current regulations often
results in manufacturers paying the full
certification fee for conversions where
production volume exceeds
approximately one hundred vehicles or
engines. Under the regulations adopted
today, conversions to clean fuel vehicles
or to dedicated gaseous fueled Tier 1
vehicles would be eligible for a full fee
waiver. However, conversions to dual-
and flexible-fueled Tier 1 vehicles
would not. EPA believes it is
appropriate to provide an incentive for
certification of such vehicles, since they
are likely to operate on a cleaner fuel
(e.g., gaseous fuel, with lower
evaporative and refueling emissions) at

5See 63 FR 38771.

least some of the time. While EPA
cannot ensure that such vehicles operate
on the cleaner fuel all of the time, the
Agency believes that consumers who
purchase dual-and flexible-fueled
vehicles do so because they intend to
operate on the cleaner fuel to the extent
practicable, but wish to have the ability
to operate on gasoline or diesel in the
event refueling facilities for the cleaner
fuel are not readily available at a
particular time. Encouraging the
certification, production, and market
penetration of these vehicles will also
support a broader refueling
infrastructure for gaseous fuels, which
benefits the clean fuel fleet program
(since a number of clean fuel fleet
vehicles are expected to be gaseous
fueled vehicles). In addition, to the
extent such vehicles are operated on
gaseous fuels, environmental benefits
are achieved through lower evaporative
and refueling emissions. For these
reasons, EPA is revising its current
regulations for converted vehicles that
can operate on gaseous fuels to provide
for calculation of the one percent fee
waiver based on the value added to the
retail value of the vehicle, or engine, by
the conversion. This calculation method
will apply through MY 2003 (the same
time period as the full fee waiver for
clean fuel vehicles and Tier 1 dedicated
gaseous fuel systems). While EPA
believes this incentive in the form of a
different calculation method for the one
percent waiver is an appropriate
incentive for encouraging the
production of such vehicles, the Agency
does not believe a full fee waiver is
appropriate, since we cannot ensure that
the vehicles will be operated on the
cleaner fuel.

III. Projected Impacts

A. Environmental Impact

Today’s action will have no adverse
effects on air quality, since all current
emissions standards and requirements
continue to apply to vehicles and
engines affected by today’s action. EPA
believes that this action encourages
manufacturers to develop and market
vehicles and engines with innovative,
new emissions control technology,
ultimately resulting in broader market
penetration of CFVs and clean
alternative fuels.

B. Economic Impact

By waiving certification fees for
qualifying vehicles, this action reduces
the regulatory burden on industry
without adversely affecting air quality.
EPA anticipates that the new provisions
should result in environmental benefits
through encouraging increased

production and use of low emission
vehicles and engines.

IV. Public Participation

The Agency provided the opportunity
for a Public Hearing for the proposed
rule, if requested. No public hearing was
requested. An extension of the comment
period was requested and, in a Federal
Register notice on September 11, 1998,
the comment period was extended from
August 19, 1998 to October 13, 1998.
This Notice also informed interested
parties that no public hearing had been
requested.

A total of twenty-eight comments
were received. A summary of these
comments and EPA’s analysis and
responses to those comments are
contained in a separate Response To
Comments document located in the
Docket A—97-27.

V. Administrative Requirements

A. Administrative Designation and
Regulatory Analysis

Under Executive Order 12866 (58 FR
51735, October 4, 1993), the Agency
must determine whether the regulatory
action is “significant’” and therefore
subject to OMB review and the
requirements of the Executive Order.
The Order defines “‘significant
regulatory action” as one that is likely
to result in a rule that may:

(1) Have an annual effect on the
economy of $100 million or more or
adversely affect in a material way the
economy, a sector of the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local, or tribal governments or
communities;

(2) Create a serious inconsistency or
otherwise interfere with an action taken
or planned by another agency;

(3) Materially alter the budgetary
impact of entitlements, grants, user fees,
or loan programs or the rights and
obligations of recipients thereof; or,

(4) Raise novel legal or policy issues
arising out of legal mandates, the
President’s priorities, or the principles
set forth in the Executive Order.

It has been determined that this rule
is not a ““significant regulatory action”
under the terms of the Executive Order
12866 and is therefore not subject to
OMB review.

B. Regulatory Flexibility Act

The Regulatory Flexibility Act, 5
U.S.C. 601-612 generally requires an
agency to conduct a regulatory
flexibility analysis of any rule subject to
notice and comment rulemaking
requirements unless the agency certifies
that the rule will not have a significant
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economic impact on a substantial
number of small entities. Small entities
include small businesses, small not-for-
profit enterprises, and small
governmental jurisdictions. This final
rule will not have a significant impact
on a substantial number of small entities
because EPA is not imposing any new
requirements, and any impact will be to
reduce costs.

C. Paperwork Reduction Act

The Paperwork Reduction Act, 44
U.S.C. 3501 et seq., requires agencies to
submit for OMB review and approval,
federal requirements and activities that
result in the collection of information
from ten or more persons. Information
collection requirements may include
reporting, labeling, and Recordkeeping
requirements. Federal agencies may not
impose penalties on persons who fail to
comply with collections of information
that does not display a currently valid
OMB control number.

Today’s action does not impose any
new information collection burden. The
Office of Management and Budget
(OMB) has previously approved the
information collection requirements
under the provisions of the Paperwork
Reduction Act, 44 U.S.C. 3501 et seq.
and has assigned OMB control number
2060-0104 (EPA ICR No. 0783).

Burden means the total time, effort, or
financial resources expended by persons
to generate, maintain, retain, or disclose
or provide information to or for a
Federal agency. This includes the time
needed to review instruction; develop,
acquire, install, and utilize technology
and systems for the purposes of
collecting, validating, and verifying
information, processing and
maintaining information and disclosing
and providing information; adjust the
existing ways to comply with any
previously applicable instructions and
requirement; train personnel to be able
to respond to a collection of
information; search for data sources;
complete and review the collection of
information; and transmit or otherwise
disclose the information.

Copies of the ICR document(s) may be
obtained from Sandy Farmer, OPPE
Regulatory Information Division; EPA;
401 M St., SW (mail code 2137);
Washington, DC 20460 or by calling
(202) 260-2740. Include the ICR and/or
OMB number in any correspondence.

D. Unfunded Mandates Reform Act

Section 202 of the Unfunded
Mandates Reform Act of 1995 (signed
into law on March 22, 1995) requires
that EPA prepare a budgetary impact
statement before promulgating a rule
that includes a federal mandate that

may result in expenditure by state, local
and tribal governments, in aggregate, or
by the private sector, of $100 million or
more in any one year. Section 203 of the
Unfunded Mandates Reform Act
requires EPA to establish a plan for
obtaining input from and informing,
educating and advising any small
governments that may be significantly
or uniquely affected by the rule.

Under section 205 of the Unfunded
Mandates Act, EPA must identify and
consider a reasonable number of
regulatory alternatives before
promulgating a rule for which a
budgetary impact statement must be
prepared. EPA must select from those
alternatives the least costly, most cost-
effective, or least burdensome
alternative that achieves the objectives
of the rule, unless EPA explains why
this alternative is not selected or the
selection of this alternative is
inconsistent with law.

Because this rule is expected to result
in the expenditure by state, local and
tribal governments or private sectors of
less than $100 million in any one year,
EPA has not prepared a budgetary
impact statement or specifically
addressed selection of the least costly,
most cost-effective or least burdensome
alternative. Because small governments
will not be significantly or uniquely
affected by this rule, EPA is not required
to develop a plan with regard to small
governments.

E. Congressional Review Act

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

F. National Technology Transfer and
Advancement Act

Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (“NTTAA”), Public Law No.
104-113, 12(d)(15 U.S.C. 272 note)
directs EPA to use voluntary consensus
standards in its regulatory activities
unless doing so would be inconsistent
with applicable law or otherwise
impractical. Voluntary consensus

standards are technical standards (such
as materials specifications, test
methods, sampling procedures, and
business practices) that are developed or
adopted by voluntary consensus
standards bodies. The NTTAA directs
EPA to provide Congress, through OMB,
explanations when the Agency decides
not to use available and applicable
voluntary consensus standards.

This final rule does not involve
consideration of any new technical
standards.

G. Protection of Children

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

This final rule is not subject to
Executive Order 13045 because it is not
economically significant as defined in
E.O. 12866, and because the Agency
does not have reason to believe
environmental health or safety risks
addressed by this action present a
disproportionate risk to children. To the
extent this action encourages the
certification and use of CFVs, as
expected, any resulting effect on
children’s health will be positive
through reduced emissions of certain
pollutants, such as VOC’s, NOX, and
PM.

H. Enhancing the Intergovernmental
Partnership

Under Executive Order 12875, EPA
may not issue a regulation that is not
required by statute and that creates a
mandate upon a State, local or tribal
government, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by those governments, or
EPA consults with those governments. If
EPA complies by consulting, Executive
Order 12875 requires EPA to provide to
the Office of Management and Budget a
description of the extent of EPA’s prior
consultation with representatives of
affected State, local and tribal
governments, the nature of their
concerns, copies of any written
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communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local and tribal
governments “‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today’s rule does not create a
mandate on State, local or tribal
governments. The rule does not impose
any enforceable duties on these entities.
This rule will be implemented at the
federal level and imposes compliance
obligations only on private industry.
Accordingly, the requirements of
section 1(a) of Executive Order 12875 do
not apply to this rule.

I. Consultation and Coordination With
Indian Tribal Governments

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

Today’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This rule
will be implemented at the federal level
and imposes compliance obligations
only on private industry. Accordingly,
the requirements of section 3(b) of
Executive Order 13084 do not apply to
this rule.

J. Executive Order 13132, Federalism
Policies

On August 4, 1999, President Clinton
issued a new executive order on

federalism, Executive Order 13132, [64
FR 43255 (August 10, 1999)] which will
take effect on November 2, 1999. In the
interim, the current Executive Order
12612 [52 FR 41685 (October 30, 1987)]
on federalism still applies. This rule
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 12612.

Today’s rule does not create a
mandate on State or local. The rule does
not impose any enforceable duties on
these entities. This rule will be
implemented at the federal level and
imposes compliance obligations only on
private industry. Accordingly, the
requirements of Executive Order 13132
do not apply to this rule.

Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999), requires EPA to develop an
accountable process to ensure
“meaningful and timely input by State
and local officials in the development of
regulatory policies that have federalism
implications.” “Policies that have
federalism implications” is defined in
the Executive Order to include
regulations that have “substantial direct
effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.

Under Section 6 of Executive Order
13132, EPA may not issue a regulation
that has federalism implications, that
imposes substantial direct compliance
costs, and that is not required by statute,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by State and
local governments, or EPA consults with
State and local officials early in the
process of developing the proposed
regulation. EPA also may not issue a
regulation that has federalism
implications and that preempts State
law, unless the Agency consults with
State and local officials early in the
process of developing the proposed
regulation.

Section 4 of the Executive Order
contains additional requirements for
rules that preempt State or local law,
even if those rules do not have
federalism implications (i.e., the rules
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). Those
requirements include providing all
affected State and local officials notice

and an opportunity for appropriate
participation in the development of the
regulation. If the preemption is not
based on express or implied statutory
authority, EPA also must consult, to the
extent practicable, with appropriate
State and local officials regarding the
conflict between State law and
Federally protected interests within the
agency’s area of regulatory
responsibility.

This final rule does not have
federalism implications. It will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132. This rule
contains provisions for waivers of
certification fees for certain
manufacturers of new motor vehicles
and engines. The requirements of the
rule will be enforced by the federal
government at the national level. Thus,
the requirements of section 6 of the
Executive Order do not apply to this
rule. In addition, EPA provided state
and local officials an opportunity to
comment on the proposed regulations.
A summary of concerns raised by
commenters, including state and local
commenters, and EPA’s response to
those concerns, is found in the
Response to Comments document for
this rulemaking.

Although this rule was proposed
before the November 2, 1999 effective
date of Executive Order 13132, EPA
provided State and local officials notice
and an opportunity for appropriate
participation when it published the
proposed rule, as described above.
Thus, EPA has complied with the
requirements of section 4 of the
Executive Order.

VI. Statutory Authority

Authority for the actions set forth in
this notice of proposed rulemaking is
granted to the EPA by sections 217, and
301(a) of the Clean Air Act as amended
(42 U.S.C. 7552 and 7601(a))

List of Subjects in 40 CFR Part 86

Environmental protection,
Administrative practice and procedure,
Confidential business information,
Labeling, Motor vehicle pollution,
Reporting and recordkeeping
requirements.

Dated: February 24, 2000.
Carol M. Browner,
Administrator.

For the reasons set out in the
preamble, chapter I, title 40 of the Code
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of Federal Regulations is amended as
follows:

PART 86—[AMENDED)]

1. The authority citation for part 86
continues to read as follows:

Authority: 42 U.S.C. 7401-7671q.

2. Section 86.908-93 is amended by
adding paragraphs (a)(1)(iii) and (d) to
read as follows:

§86.908-93 Waivers, and refunds.

(a) * x %

(l) EE

(iii) For converted vehicles that are
dual- or flexible-fuel vehicles and can
operate on a gaseous fuel, the full fee for
a certification request for a MY exceeds
1% of the value added to the vehicle by
the conversion, for MY 2000 through
2003.

(d)(1) For model years 2000 through
2003, the required fees under this
subpart shall be waived for any light-
duty vehicle, light-duty truck, or heavy-
duty engine family that meets the small
volume sales requirements of § 86.1838—
01 and:

(i) Is a dedicated gaseous-fueled
vehicle or engine OR;

(ii) Receives a certificate of
conformity with the LEV, ILEV, ULEV,
or ZEV emissions standards in 40 CFR
part 88.

(2) If the manufacturer does not
receive a certificate of conformity with
the LEV, ILEV, ULEV, or ZEV emissions
standards in 40 CFR part 88 as required
in paragraph (d)(1)(iii) of this section,
the fee requirements of this section will
apply. Before any certificate can be
issued, the applicable fee must be paid.

(3) Manufacturers that have pai
certification fees for model year 2000
vehicle and engine families that meet
the criteria in paragraph (d)(1) of this
section may request a refund of such
fees. EPA shall refund such fees if it
determines that the vehicle or engine
family meets the criteria of paragraph
(d)(1) of this section.

[FR Doc. 00-5388 Filed 3—6—00; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF TRANSPORTATION

Coast Guard

46 CFR Parts 91, 115, 132, 133, 134,
189, and 199

[USCG—1999-4976]
RIN 2115-AF73

Frequency of Inspection

AGENCY: Coast Guard, DOT.
ACTION: Final rule; correction.

SUMMARY: The Coast Guard published a
final rule in the Federal Register of
February 9, 2000, concerning vessel
inspection regulations (65 FR 6494). The
rule established a 5-year Certificate of
Inspection cycle in accordance with the
Coast Guard Authorization Act of 1996
to harmonize our inspections with most
internationally required certificates.
This document corrects errors in that
final rule.

DATES: Effective on March 7, 2000.

FOR FURTHER INFORMATION CONTACT:
Lieutenant Commander Don Darcy,
Office of Standards Evaluation and
Development (G-MSR-2), Coast Guard,
telephone 202-267-1200.
SUPPLEMENTARY INFORMATION:

Background

The Frequency of Inspection final rule
established a 5-year Certificate of
Inspection cycle to harmonize our
inspections with internationally
required certificates. We published the
final rule to establish frequency of
inspection requirements to meet the
International Convention for the Safety
of Life at Sea, 1974, and the
International Convention on Load Line
compliance date of February 3, 2000.
Adopting a 5-year COI, with interval
annual inspections, and a periodic
inspection provides vessel owners and
operators with more flexibility to
schedule required inspections and
reduce paperwork associated with these
inspections, while continuing to ensure
that U.S. vessels meet international
standards and comply with
international law.

Need for Correction

As published, the final rule contains
typographical errors that may mislead
the reader and need to be corrected.

Correction of Publication

Accordingly, the publication on
February 9, 2000, of the final rule
[USCG-1999-4976], which was the
subject of FR Doc. 00-2812, is corrected
as follows:

8§91.25-20(A) and 91.27-13 [Amended]

1. On page 6501, in § 91.25-20(a)
introductory text, remove the number
“§91.15-60"" and add, in its place, the
number “§ 97.15-60"

2. On page 6502, in §91.27-13—

a. In paragraph (c), capitalize the first
letter of the word “‘officer”;

b. In paragraph (d)(3), in the second
sentence, capitalize the first letters of
the words “certificate”” and
“inspection” in the phrase “certificate
of inspection”; and

c. In paragraphs (d)(5)(iii),
immediately following the words
“noted during the”, remove the words
“during the”.

§115.404 [Amended]

3. On page 6504, in § 115.404(b),
immediately following the words
“expiration date of”’, remove the word
‘lthe’!'

PART 132—[AMENDED]

4. On page 6507, in the authority
citation for part 132, remove the number
““449” and add, in its place, the number
“49”.

PART 133—[AMENDED]

5. On page 6507, in the authority
citation for part 133, remove the number
“449” and add, in its place, the number
(6495!.

PART 134—[AMENDED]

6. On page 6507, in the authority
citation for part 134, remove the number
449" and add, in its place, the number
“39”.

§189.25-47 [Amended]

7. On page 6509, in the amendatory
instruction for § 189.25—47, remove the
periods within quotation marks that
immediately follow the words
“inspection for certification” and “and
periodic inspection”.

PART 199— [AMENDED]

8. On page 6510, in the authority
citation for part 199, remove the words
“46 CFR” and add, in their place, the
words ‘49 CFR”.

Dated: February 28, 2000.
Joseph J. Angelo,

Director of Standards, Marine Safety and
Environmental Protection.

[FR Doc. 00-5488 Filed 3—6—00; 8:45 am]
BILLING CODE 4910-15-M

DEPARTMENT OF TRANSPORTATION

Federal Motor Carrier Safety
Administration

49 CFR Part 385

[Docket No. FMCSA-6789 (Formerly FHWA
97-2252)]

RIN 2126-AA43

Safety Fitness Procedures; Safety
Fitness Rating Methodology

AGENCY: Federal Motor Carrier Safety
Administration (FMCSA), DOT.
ACTION: Final rule.

SUMMARY: This document amends the
Safety Fitness Rating Methodology
(SFRM) in appendix B to 49 CFR part
385 by updating the list of acute and
critical regulations to conform to several
regulatory removals and substantive



Federal Register/Vol.

65, No. 45/ Tuesday, March 7, 2000/Rules and Regulations

11905

amendments. As a result of earlier
rulemaking, several of the citations in
the list must be changed to reflect the
amendments and revisions to the
Federal Motor Carrier Safety
Regulations (FMCSRs). The SFRM is
used to measure the safety fitness of
motor carriers against the safety fitness
standard in 49 CFR part 385.

EFFECTIVE DATE: March 7, 2000.

FOR FURTHER INFORMATION CONTACT: Mr.
William C. Hill, Regulatory
Development Division, Office of Policy
and Program Development, FMCSA,
(202) 366—4009, or Mr. Charles E.
Medalen, Office of the Chief Counsel,
(202) 366—1354, Federal Highway
Administration (FHWA), 400 Seventh
Street, SW., Washington, DC 20590.
Office hours are from 7:45 a.m. to 4:15
p.m., e.t.,, Monday through Friday,
except Federal holidays.
SUPPLEMENTARY INFORMATION:

Electronic Access

An electronic copy of this document
may be downloaded using a modem and
suitable communications software from
the Government Printing Office’s
Electronic Bulletin Board Service at
(202) 512—-1661. Internet users may
reach the Office of the Federal Register’s
home page at: http://www.nara.gov/
fedreg and the Government Printing
Office’s database at: http://
www.access.gpo.gov/nara.

Background

In October 1999, the Secretary of
Transportation rescinded the authority
previously delegated to the Federal
Highway Administrator to perform
motor carrier functions and operations.
That authority was redelegated to the
Director of the Office of Motor Carrier
Safety (OMCS), a new office within the
Department of Transportation (DOT) (64
FR 56270, October 19, 1999 and 64 FR
58356, October 29, 1999). Shortly
thereafter, however, the Motor Carrier
Safety Improvement Act of 1999 (Pub. L.
106-159, 113 Stat. 1748, December 9,
1999) created the Federal Motor Carrier
Safety Administration (FMCSA) as a
new operating administration of the
DOT, effective January 1, 2000. The
Secretary therefore rescinded the
authority so recently delegated to the
Director of the OMCS and redelegated
that authority to the Administrator of
the FMCSA (65 FR 220, January 4,
2000). This explains the docket transfer.

The new FMCSA assumes the motor
carrier functions previously exercised
by the OMCS and, before that, by the
FHWA'’s Office of Motor Carriers.
Ongoing rulemaking, enforcement, and
other activities initiated by the OMCS or
the FHWA will be continued by the
FMCSA. The motor carrier functions

performed by the FHWA'’s Division (i.e.,
State) offices and Resource Centers have
been assumed by the FMCSA Division
offices and FMCSA Resource Centers.
All phone numbers remain unchanged
for the time being.

On November 6, 1997, the FHWA
published a final rule incorporating the
agency’s SFRM as an appendix to 49
CFR part 385, Safety Fitness Procedures
(62 FR 60035). The SFRM is used to
measure the safety fitness of motor
carriers against the standard contained
in 49 CFR part 385. On November 10,
1998 (63 FR 62957) the FHWA
published amendments to the rule
which corrected several minor errors.
Other changes are also necessary,
however.

The FHWA published a final rule on
June 18, 1998 (63 FR 33254) which
removed, amended, and redesignated
certain provisions of the FMCSRs.
Furthermore, a technical amendment
was published on July 11, 1997 (62 FR
37150) which removed subpart H
(Controlled Substances Testing) of 49
CFR part 391; the alcohol and controlled
substances regulations are now codified
at 49 CFR part 382. Another technical
amendment was published on December
12, 1994 (59 FR 63921) which revised
existing hazardous material
classifications and descriptions to
conform with the United Nations’
Recommendations on the
Transportation of Dangerous Goods.

As a result of these rulemakings,
several of the citations in the list of
acute and critical regulations must be
changed to reflect the appropriate
sections of the FMCSRs. This document
amends the List of Acute and Critical
Regulations to conform to these
regulatory removals and substantive
amendments. The List of Acute and
Critical Regulations in appendix B to
part 385, Section VII, is being reprinted
in its entirety for ease of reference.

List of Acute and Critical Regulations

The following section is being
removed from the List of Acute and
Critical Regulations, as indicated by the
table printed below: §391.11(a)/391.95
Using an unqualified driver, a driver
who has tested positive for controlled
substances, or refused to be tested as
required (acute). This removal is
necessary to conform to the above July
11, 1997 technical amendment (62 FR
37150), which also removed subpart H
(Controlled Substances Testing) of 49
CFR part 391; the alcohol and controlled
substances regulations are now codified
at 49 CFR part 382. The following
sections are also being removed:
§391.51(c)(1) Failing to maintain
medical examiner’s certificate in
driver’s qualification file (critical); and

§391.51(d)(1) Failing to maintain
medical examiner’s certificate in
driver’s qualification file (critical).
These removals are necessary to
conform to a final rule published on
June 18, 1998 (63 FR 33254), which
removed, amended, and redesignated
certain regulations which the FHWA
considered obsolete, redundant,
unnecessary, ineffective, burdensome,
or that could better be addressed by
State or local authorities or company
policy.

The following sections are being
redesignated: § 391.11(b)(6) Using a
physically unqualified driver (acute);
§391.51(b)(1) Failing to maintain
medical examiner’s certificate in
driver’s qualification file (critical); and
§ 391.51(c)(3) Failing to maintain
inquiries into driver’s driving record in
driver’s qualification file (critical).
Sections 395.1(i)(1)(1), 395.1(i)(1)(ii),
395.1(1)(1)(iii), and 395.1(i)(1)(@iv), are
redesignated as §§395.1(h)(1)(d),
395.1(h)(1)(ii), 395.(h)(1)(iii), and
395.1(h)(1)(iv) (critical) regulations,
respectively. These redesignations are
necessary to conform the final rule
published on June 18, 1998 (63 FR
33254). Section 382.115(c) Failing to
implement an alcohol and/or controlled
substance testing program (acute) is
being redesignated as § 382.115(a). This
redesignation is necessary to correct an
error introduced by technical
amendments published on July 11, 1997
(62 FR 37150) which redesignated
§ 382.115(c) to specify the starting dates
for testing programs for small foreign
employers. However, § 382.115(c), as
originally adopted in 1994, applied only
to U.S. domestic carriers, which are now
referred to in § 382.115(a); the reference
to paragraph (c) is therefore being
replaced with paragraph (a). Section
395.3(b) Requiring or permitting driver
to drive after having been on duty more
than 60 hours in 7 consecutive days
(critical) and § 395.3(b) Requiring or
permitting driver to drive after having
been on duty more than 70 hours in 8
consecutive days (critical), are being
redesignated as § 395.3(b)(1) and
§ 395.3(b)(2), respectively, to more
accurately reflect the paragraphs in
§395.3(b). The table below shows the

new section numbers.
The sections listed here are revised to

read as follows: § 382.213(b) Using a
driver known to have used a controlled
substance (acute); § 382.215 Using a
driver known to have tested positive for
a controlled substance (acute);

§ 382.305(b)(1) Failing to conduct
random alcohol testing at an annual rate
of not less than the applicable annual
rate of the average number of driver
positions (critical); § 382.305(b)(2)
Failing to conduct random controlled
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substances testing at an annual rate of
not less than the applicable annual rate
of the average number of driver
positions (critical); § 382.503 Allowing a
driver to perform safety sensitive
function, after engaging in conduct
prohibited by subpart B, without being
evaluated by substance abuse
professional, as required by § 382.605
(critical); § 383.37(a) Knowingly
allowing, requiring, permitting, or
authorizing an employee with a
commercial driver’s license which is
suspended, revoked, or canceled by a
state or who is disqualified to operate a
commercial motor vehicle (acute);

§ 383.37(b) Knowingly allowing,
requiring, permitting, or authorizing an
employee with more than one
commercial driver’s license to operate a
commercial motor vehicle (acute);

§ 391.45(b) Using a driver not medically
examined and certified during the
preceding 24 months (critical); and

§ 392.5(b)(2) Requiring or permitting a
driver who shows evidence of having
consumed an intoxicating beverage
within 4 hours to operate a motor
vehicle (acute). These revisions are
necessary to make it clear that the
testing rates for alcohol and controlled
substances are dependent on the
violation rates for the industry, or to
have the revised descriptions more
closely match the regulatory language in
each section.

The following revisions are necessary
to conform to the December 12, 1994,
technical amendments which revised
existing hazardous materials
classifications and descriptions: Section
397.5(a) Failing to ensure a motor
vehicle containing Division 1.1, 1.2, or
1.3 (explosive) material is attended at all
times by its driver or a qualified
representative (acute); § 397.7(a)(1)
Parking a motor vehicle containing
Division 1.1, 1.2, or 1.3 materials within
5 feet of traveled portion of highway or
street (critical); § 397.7(b) Parking a
motor vehicle containing hazardous
material(s) other than Division 1.1, 1.2,
or 1.3 materials within 5 feet of traveled
portion of highway or street (critical);

§ 397.13(a) Permitting a person to smoke
or carry a lighted cigarette, cigar or pipe
within 25 feet of a motor vehicle
containing Class 1 materials, Class 5
materials, or flammable materials
classified as Division 2.1, Class 3,
Divisions 4.1 and 4.2 (critical); and

§ 397.19(a) Failing to furnish driver of
motor vehicle transporting Division 1.1,
1.2, or 1.3 (explosive) materials with a
copy of the rules of part 397 and/or
emergency response instructions
(critical); and § 397.67(d) Requiring or
permitting the operation of a motor

vehicle containing explosives in Class 1,
Divisions 1.1, 1.2, or 1.3 that is not
accompanied by a written route plan
(critical).

The following sections are revised to
more closely match the regulatory
language: Section 382.201 Using a
driver known to have an alcohol
concentration of 0.04 or greater (acute);
§ 382.605(c)(2)(ii) Failing to subject a
driver who has been identified as
needing assistance to at least six
unannounced follow-up alcohol and/or
controlled substances tests in the first
12 months following the driver’s return
to duty (critical); § 383.51(a) Knowingly
allowing, requiring, permitting, or
authorizing a driver to drive who is
disqualified to drive a commercial
motor vehicle (acute); § 387.31(d)
Failing to maintain at principal place of
business required proof of financial
responsibility for passenger carrying
vehicles (critical); § 396.11(c) Failing to
correct Out-of-Service defects listed by
driver in a driver vehicle inspection
report before the vehicle is operated
again (acute); and § 177.841(e)
Transporting a package bearing a poison
label in the same transport vehicle with
material marked or known to be
foodstuff, feed, or any edible material
intended for consumption by humans or
animals unless an exception in
§177.841(e)(i) or (ii) is met (acute).

For ease of reference the following
distribution table is provided. Acute or
critical regulations not listed in the left-
hand column have not been changed.

Current acute or Corrected acute or

critical regulation critical regulation
382.115(C) .eevvreeirennnn 382.115(a).
382.201 Revised.
382.213(b) .. Revised.
382.215 ..o Revised.
382.305(b)(1) ...covvrenne Revised.
382.305(b)(2) ... Revised.
382.503 ............ Revised.
382.605(c)(2)(ii) Revised.
383.37(2) .eeeeveeeiiiienne Revised.
383.37(D) oo Revised.
383.51(Q) .eerveeeeiieenne Revised.
387.31(d) .eeevvieeiiienne Revised.
391.11(a)/391.95 ....... Removed.
391.11(b)(6) ...eervveenen 391.11(b)(4).
391.45(0) ..o 391.45(b)(1).
391.51(b)(1) vevrvenne 391.51(b)(7).
391.51(c)(1) coovrerrrnnnnn Removed.
391.51(C)(3) wovevvrrreenn 391.51(b)(2).
391.51(d)(1) verreeene Removed.
392.5(b)(2) ..oviovrrieen Revised.
395.3(b) iooviriiin 395.3(b)(1).
395.3(b) .eooviriiiin 395.3(b)(2).
395.51()(L)(i) vrrvereen 395.51(h)(1)(i)-
395.51()(L)(ii) «verveneen 395.51(h)(1)(ii).
395.51(i)(1)(iii) ........... 395.51(h)(2)(iii).
395.51(i)(1)(iv) .. 395.51(h)(1)(iv).
396.11(C) ..ovvenen Revised.
397.5(@) ......... Revised.
397.7(@)(1) .covreriinnne Revised.

Corrected acute or
critical regulation

Current acute or
critical regulation

397.7(B) weoeeeieeee Revised.
397.13(a) .... Revised.
397.19(a) .... Revised.
397.67(d) .ooevvrreeen. Revised.
177.841(€) .coveerirennee Revised.

Rulemaking Analyses and Notices

This final rule makes corrections to
the List of Acute and Critical
Regulations under section VII of
appendix B to part 385. Because these
amendments simply update the rule to
conform to several regulatory removals
or substantive amendments adopted in
other notices and entail no further
substantive revisions, the FMCSA finds
good cause pursuant to 5 U.S.C.
553(b)(3)(B) to promulgate this final rule
without notice and comment and to
make it effective on the date of
publication in the Federal Register
pursuant to 5 U.S.C. 553(d)(3).

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

The FMCSA has determined that this
action is not a significant regulatory
action within the meaning of Executive
Order 12866. The agency has also
determined that this action is not a
significant regulatory action under the
DOT’s regulatory policies and
procedures. This final rule is clerical in
nature and does not include substantive
changes to 49 CFR part 385, appendix
B.

Regulatory Flexibility Act

In compliance with the Regulatory
Flexibility Act (5 U.S.C. 601-612), the
FMCSA has evaluated the effects of this
rule on small entities and has
determined that it will not have a
significant economic impact on a
substantial number of small entities.

Unfunded Mandates Reform Act of
1995

This rule does not impose a Federal
mandate resulting in the expenditure by
State, local and tribal governments, in
the aggregate, or by the private sector, of
$100 million or more in any one year (2
U.S.C. 1532).

Executive Order 12988 (Civil Justice
Reform)

This action meets applicable
standards in sections 3(a) and 3(b) of
Executive Order 12988, Civil Justice
Reform, to minimize litigation,
eliminate ambiguity, and reduce
burden.
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Executive Order 13045 (Protection of
Children)

We have analyzed this action under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not concern an environmental risk
to health or safety that may
disproportionately affect children.

Executive Order 12630 (Taking of
Private Property)

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Executive Order 13132 (Federalism)

This action has been analyzed in
accordance with the principles and
criteria contained in Executive Order
13132 dated August 4, 1999, and it has
been determined this action does not
have a substantial direct effect or
sufficient federalism implications on
States that would limit the
policymaking discretion of the States.
Nothing in this document directly
preempts any State law or regulation.

Executive Order 12372
(Intergovernmental Review)

Catalog of Federal Domestic
Assistance Program Number 20.217,
Motor Carrier Safety. The regulations
implementing Executive Order 12372
regarding intergovernmental
consultation on Federal programs and
activities do not apply to this program.

Paperwork Reduction Act

This action does not contain a
collection of information requirement
for the purposes of the Paperwork
Reduction Act of 1995, 44 U.S.C. 3501—
3520.

National Environmental Policy Act

The agency has analyzed this
rulemaking for the purpose of the
National Environmental Policy Act of
1969 (42 U.S.C. 4321—4347), and has
determined that this action would not
have any effect on the quality of the
environment.

Regulation Identification Number

A regulation identification number
(RIN) is assigned to each regulatory
action listed in the Unified Agenda of
Federal Regulations. The Regulatory
Information Service Center publishes
the Unified Agenda in April and
October of each year. The RIN contained
in the heading of this document can be

used to cross reference this action with
the Unified Agenda.

List of Subjects in 49 CFR Part 385

Highway safety, Motor carriers, and
Safety fitness procedures.

Issued on: February 22, 2000.
Julie Anna Cirillo,
Acting Deputy Administrator.

In consideration of the foregoing, Title
49, Code of Federal Regulations,
Chapter III, part 385 is amended as set
forth below:

PART 385—SAFETY FITNESS
PROCEDURES

1. Revise the authority citation for
part 385 to read as follows:

Authority: 49 U.S.C. 104, 504, 521(b)(5)(A),
5113, 31136, 31144, 31502; and 49 CFR 1.73.

2. Revise Section VII, List of Acute
and Critical Regulations, of appendix B
to part 385 to read as follows:

Appendix B to Part 385 Explanation of
Safety Rating Process

* * * * *

VII. List of Acute and Critical Regulations.

§382.115(a)

Failing to implement an alcohol and/or
controlled substances testing program
(domestic motor carrier) (acute).

§382.201

Using a driver known to have an alcohol

concentration of 0.04 or greater (acute).
§382.211

Using a driver who has refused to submit
to an alcohol or controlled substances
test required under part 382 (acute).

§382.213(b)

Using a driver known to have used a

controlled substance (acute).
§382.215

Using a driver known to have tested
positive for a controlled substance
(acute).

§382.301(a)

Using a driver before the motor carrier has
received a negative pre-employment
controlled substance test result (critical).

§382.303(a)

Failing to conduct post accident testing on
driver for alcohol and/or controlled
substances (critical).

§382.305

Failing to implement a random controlled
substances and/or an alcohol testing
program (acute).

§382.305(b)(1)

Failing to conduct random alcohol testing
at an annual rate of not less than the
applicable annual rate of the average
number of driver positions (critical).

§382.305(b)(2)

Failing to conduct random controlled
substances testing at an annual rate of
not less than the applicable annual rate
of the average number of driver positions
(critical).

§382.309(a)

Using a driver who has not undergone a
return-to-duty alcohol test with a result
indicating an alcohol concentration of
less than 0.02 (acute).

§382.309(b)

Using a driver who has not undergone a
return-to-duty controlled substances test
with a result indicating a verified
negative result for controlled substances
(acute).

§382.503

Allowing a driver to perform safety
sensitive function, after engaging in
conduct prohibited by subpart B,
without being evaluated by substance
abuse professional, as required by
§382.605 (critical).

§382.505(a)

Using a driver within 24 hours after being
found to have an alcohol concentration
of 0.02 or greater but less than 0.04
(acute).

§382.605(c)(1)

Using a driver who has not undergone a
return-to-duty alcohol test with a result
indicating an alcohol concentration of
less than .02 or with verified negative
test result, after engaging in conduct
prohibited by part 382 subpart B (acute).

§ 382.605(c)(2)(ii)

Failing to subject a driver who has been
identified as needing assistance to at
least six unannounced follow-up alcohol
and/or controlled substance tests in the
first 12 months following the driver’s
return to duty (critical).

§383.23(a)

Operating a commercial motor vehicle
without a valid commercial driver’s
license (critical).

§383.37(a)

Knowingly allowing, requiring, permitting,
or authorizing an employee with a
commercial driver’s license which is
suspended, revoked, or canceled by a
state or who is disqualified to operate a
commercial motor vehicle (acute).

§383.37(b)

Knowingly allowing, requiring, permitting,
or authorizing an employee with more
than one commercial driver’s license to
operate a commercial motor vehicle
(acute).

§383.51(a)

Knowingly allowing, requiring, permitting,
or authorizing a driver to drive who is
disqualified to drive a commercial motor
vehicle (acute).

§387.7(a)

Operating a motor vehicle without having
in effect the required minimum levels of
financial responsibility coverage (acute).

§387.7(d)

Failing to maintain at principal place of
business required proof of financial
responsibility (critical).

§387.31(a)

Operating a passenger carrying vehicle
without having in effect the required
minimum levels of financial
responsibility (acute).

§387.31(d)

Failing to maintain at principal place of
business required proof of financial
responsibility for passenger carrying
vehicles (critical).
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§390.15(b)(2)

Failing to maintain copies of all accident
reports required by State or other
governmental entities or insurers
(critical).

§390.35

Making, or causing to make fraudulent or
intentionally false statements or records
and/or reproducing fraudulent records
(acute).

§391.11(b)(4)
Using a physically unqualified driver
(acute).
§391.15(a)
Using a disqualified driver (acute).
§391.45(a)

Using a driver not medically examined and

certified (critical).
§391.45(b)(1)

Using a driver not medically examined and
certified during the preceding 24 months
(critical).

§391.51(a)

Failing to maintain driver qualification file

on each driver employed (critical).
§391.51(b)(2)

Failing to maintain inquiries into driver’s
driving record in driver’s qualification
file (critical).

§391.51(b)(7)

Failing to maintain medical examiner’s
certificate in driver’s qualification file
(critical).

§392.2

Operating a motor vehicle not in
accordance with the laws, ordinances,
and regulations of the jurisdiction in
which it is being operated (critical).

§392.4(b)

Requiring or permitting a driver to drive
while under the influence of, or in
possession of, a narcotic drug,
amphetamine, or any other substance
capable of rendering the driver incapable
of safely operating a motor vehicle
(acute).

§392.5(b)(1)

Requiring or permitting a driver to drive a
motor vehicle while under the influence
of, or in possession of, an intoxicating
beverage (acute).

§392.5(b)(2)

Requiring or permitting a driver who
shows evidence of having consumed an
intoxicating beverage within 4 hours to
operate a motor vehicle (acute).

§392.6

Scheduling a run which would necessitate
the vehicle being operated at speeds in
excess of those prescribed (critical).

§392.9(a)(1)

Requiring or permitting a driver to drive
without the vehicle’s cargo being
properly distributed and adequately
secured (critical).

§395.1(h)(1)(1)

Requiring or permitting a driver to drive
more than 15 hours (Driving in Alaska)
(critical).

§395.1(h)(1)(ii)

Requiring or permitting a driver to drive
after having been on duty 20 hours
(Driving in Alaska) (critical).

§395.1(h)(1)(iii)

Requiring or permitting driver to drive

after having been on duty more than 70

hours in 7 consecutive days (Driving in
Alaska) (critical).
§395.1(h)(1)(iv)

Requiring or permitting driver to drive
after having been on duty more than 80
hours in 8 consecutive days (Driving in
Alaska) (critical).

§395.3(a)(1)

Requiring or permitting driver to drive

more than 10 hours (critical).
§395.3(a)(2)

Requiring or permitting driver to drive
after having been on duty 15 hours
(critical).

§395.3(b)(1)

Requiring or permitting driver to drive
after having been on duty more than 60
hours in 7 consecutive days (critical).

§395.3(b)(2)

Requiring or permitting driver to drive
after having been on duty more than 70
hours in 8 consecutive days (critical).

§395.8(a)

Failing to require driver to make a record

of duty status (critical).
§395.8(e)

False reports of records of duty status

(critical).
§395.8(i)

Failing to require driver to forward within
13 days of completion, the original of the
record of duty status (critical).

§395.8(k)(1)

Failing to preserve driver’s record of duty

status for 6 months (critical).
§395.8(k)(1)

Failing to preserve driver’s records of duty
status supporting documents for 6
months (critical).

§396.3(b)

Failing to keep minimum records of
inspection and vehicle maintenance
(critical).

§396.9(c)(2)

Requiring or permitting the operation of a
motor vehicle declared “out-of-service”
before repairs were made (acute).

§396.11(a)

Failing to require driver to prepare driver

vehicle inspection report (critical).
§396.11(c)

Failing to correct Out-of-Service defects
listed by driver in a driver vehicle
inspection report before the vehicle is
operated again (acute).

§396.17(a)

Using a commercial motor vehicle not

periodically inspected (critical).
§396.17(g)

Failing to promptly repair parts and
accessories not meeting minimum
periodic inspection standards (acute).

§397.5(a)

Failing to ensure a motor vehicle
containing Division 1.1, 1.2, or 1.3
(explosive) material is attended at all
times by its driver or a qualified
representative (acute).

§397.7(a)(1)

Parking a motor vehicle containing
Division 1.1, 1.2, or 1.3 materials within
5 feet of traveled portion of highway or
street (critical).

§397.7(b)

Parking a motor vehicle containing

hazardous material(s) other than

Division 1.1, 1.2, or 1.3 materials within
5 feet of traveled portion of highway or
street (critical).

§397.13(a)

Permitting a person to smoke or carry a
lighted cigarette, cigar or pipe within 25
feet of a motor vehicle containing Class
1 materials, Class 5 materials, or
flammable materials classified as
Division 2.1, Class 3, Divisions 4.1 and
4.2 (critical).

§397.19(a)

Failing to furnish driver of motor vehicle
transporting Division 1.1, 1.2, or 1.3
(explosive) materials with a copy of the
rules of part 397 and/or emergency
response instructions (critical).

§397.67(d)

Requiring or permitting the operation of a
motor vehicle containing explosives in
Class 1, Divisions 1.1, 1.2, or 1.3 that is
not accompanied by a written route plan
(critical).

§171.15

Carrier failing to give immediate telephone
notice of an incident involving
hazardous materials (critical).

§171.16

Carrier failing to make a written report of
an incident involving hazardous
materials (critical).

§177.800(c)

Failing to instruct a category of employees
in hazardous materials regulations
(critical).

§177.817(a)

Transporting a shipment of hazardous
materials not accompanied by a properly
prepared shipping paper (critical).

§177.817(e)

Failing to maintain proper accessibility of

shipping papers (critical).
§177.823(a)

Moving a transport vehicle containing
hazardous material that is not properly
marked or placarded (critical).

§177.841(e)

Transporting a package bearing a poison
label in the same transport vehicle with
material marked or known to be
foodstuff, feed, or any edible material
intended for consumption by humans or
animals unless an exception in
§177.841(e)() or (ii) is met (acute).

§180.407(a)

Transporting a shipment of hazardous
material in cargo tank that has not been
inspected or retested in accordance with
§180.407 (critical).

§180.407(c)

Failing to periodically test and inspect a

cargo tank (critical).
§180.415

Failing to mark a cargo tank which passed
an inspection or test required by
§180.407 (critical).

§180.417(a)(1)

Failing to retain cargo tank manufacturer’s
data report certificate and related papers,
as required (critical).

§180.417(a)(2)

Failing to retain copies of cargo tank

manufacturer’s certificate and related
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papers (or alternative report) as required
(critical).

[FR Doc. 00-5471 Filed 3-6—00; 8:45 am]
BILLING CODE 4910-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 648
[Docket No. 990422103-9209-02; 031099B]
RIN 0648-AL75

Fisheries of the Northeastern United
States; Fishery Management Plan for
the Summer Flounder, Scup, and Black
Sea Bass Fisheries; Extension of an
Interim Rule

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

ACTION: Extension of expiration date.

SUMMARY: NMFS issues this notification
to inform the public that the interim
rule published on September 9, 1999, to
implement conservation equivalencies
for the summer flounder fishery is
extended through September 5, 2000.
Without this extension, the interim rule
would expire on March 9, 2000. The
extension allows states to continue to
implement measures for the summer
flounder recreational fishery that are
alternatives to the annual Federal
measures, yet achieve a reduction in
fishing mortality equivalent to that
achieved by the annual Federal
measures.

DATES: The rule, effective September 2,
1999, through March 9, 2000, extends
its expiration date from March 9, 2000,
to September 5, 2000.

ADDRESSES: Copies of the
Environmental Assessment (EA) and
Regulatory Impact Review (RIR)
prepared for the initial action are
available from: Patricia A. Kurkul,
Regional Administrator, National
Marine Fisheries Service, One
Blackburn Drive, Gloucester, MA
01930-2298.

FOR FURTHER INFORMATION CONTACT:
Myles Raizin, Fishery Policy Analyst,
(978) 281-9104.

SUPPLEMENTARY INFORMATION:

Background

An interim rule implementing
conservation equivalencies for the
summer flounder recreational fishery
was published on September 9, 1999 (64
FR 48965), and will expire on March 9,
2000. The interim rule allows states to
select a combination of minimum fish

sizes, possession limits, and closed
seasons to meet a target reduction in the
recreational harvest limit for summer
flounder. A combination of these
measures must accomplish the same
reduction as those implemented for the
recreational fishery in the Exclusive
Economic Zone (EEZ). Under the
interim rule, states that wish to
implement equivalent measures must
submit proposed management options
to the Atlantic States Marine Fisheries
Commission (Commission) for approval.
Once the Commission approves a state
equivalency proposal, the Commission
is required to recommend to NMFS that
notification be published in the Federal
Register to waive the default measures
implemented for the EEZ and notify the

public of equivalent measures.
The interim rule allowed for the

implementation and publication of
conservation equivalencies for the 1999
fishery. To provide the same mechanism
for the 2000 fishery, the effectiveness of
this rule must be extended. The Mid-
Atlantic Fishery Management Council
(Council) has included conservation
equivalency as part of its recommended
management measures for 2000. In
addition, the Council is preparing an
amendment to the Fishery Management
Plan for Summer Flounder, Scup, and
Black Sea Bass to implement
conservation equivalency on a
permanent basis; however, the
amendment is not yet complete.
Because the interim rule will expire on
March 9, 2000, NMFS finds it necessary
to extend the interim rule to allow the
establishment of conservation
equivalencies for the 2000 fishery. This
extension is effective through
September 5, 2000.

List of Subjects in 50 CFR Part 648
Fisheries, Fishing, Reporting and
recordkeeping requirements.
Dated: March 1, 2000.
Andrew A. Rosenberg,
Deputy Assistant Administrator for Fisheries,
National Marine Fisheries Service.
For the reasons set out in the
preamble, 50 CFR part 648 is amended
as follows:

PART 648—FISHERIES OF THE
NORTHEASTERN UNITED STATES

1. The authority citation for part 648
continues to read as follows:

Authority: 16 U.S.C. 1801 et seq..
2.In §648.107(a), the first sentence is
revised to read as follows:

§648.107 Conservation equivalent
measures for the recreational summer
flounder fishery.

(a) Through September 5, 2000, states
may implement on an annual basis

conservation equivalent measures that
reduce the recreational catch to the
same extent as the annual Federal
summer flounder measures specified
under § 648.100(c) to achieve the
recreational harvest limit in any
year.* * *

* * * * *

[FR Doc. 00-5517 Filed 3—6—00; 8:45 am|
BILLING CODE 3510-22-F

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 000211039-0039-01; I.D.
111899A]

Fisheries of the Exclusive Economic
Zone Off Alaska; Final 2000 Harvest
Specifications for Groundfish;
Correction

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

ACTION: Final 2000 harvest
specifications; correction.

SUMMARY: NMF'S published final 2000
harvest specifications for the groundfish
fishery of the Gulf of Alaska (GOA) on
February 18, 2000. These final 2000
harvest specifications for the GOA
inadvertently omitted changes made by
previous rulemaking. Therefore, NMFS
is correcting the published final 2000
total allowable catch amounts (TACs)
specified for pollock in the Western and
Central Regulatory Areas of the Gulf of
Alaska (W/C GOA).

DATES: Effective February 15, 2000,
through 2400 hrs A.l.t. December 31,
2000.

FOR FURTHER INFORMATION CONTACT: Sue
Salveson, 907-586-7228.

SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
GOA exclusive economic zone
according to the Fishery Management
Plan for Groundfish of the Gulf of
Alaska (FMP) prepared by the North
Pacific Fishery Management Council
under authority of the Magnuson-
Stevens Fishery Conservation and
Management Act. Regulations governing
fishing by U.S. vessels in accordance
with the FMP appear at subpart H of 50
CFR part 600 and 50 CFR part 679.

On January 3, 2000, NMFS published
interim 2000 pollock TACs (65 FR 65).
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For pollock, the interim TAC consists of GOA interim pollock TACs (65 FR 4892, final 2000 harvest specifications for the
the entire A season allocation. These February 2, 2000). The amended interim GOA groundfish fishery.

interim pollock TACs were not further TAC apportionments reflected a revised Correction

apportioned by time and area. On
January 25, 2000, NMFS published an
emergency rule implementing Steller
sea lion protection measures (65 FR
3892). The emergency rule amended the
original interim TAGs for pollock in the
W/C GOA by revising the TAC levels to
account for the best available scientific
information and apportioned the TACs
by area for the A season.

On January 27, 2000, NMFS issued an
inseason adjustment amending the time
and area apportionments of the W/C

procedure for more accurately allocating
pollock as authorized under the
emergency rule.

NMFS published the final 2000
harvest specifications for the GOA
groundfish fishery on February 18, 2000
(65 FR 8298). Inadvertently, the changes
to the A season TACs and
apportionments made by the emergency
rule and the inseason adjustment to the
emergency rule for the W/C GOA
pollock TACs were omitted from the

In the rule to implement the Final
2000 Harvest Specifications for
Groundfish of the Gulf of Alaska,
published on February 18, 2000 (65 FR
8298), FR Doc. 00-3910, the following
corrections are made to the TAC
amounts specified for pollock in the W/
C GOA.

1. On page 8301, in Table 1, the entire
entry “Pollock” and footnote 2 are
correctly revised to read as follows:

TABLE 1. 2000 ABCs, TACS, INITIAL TACs (PACIFIC COoD ONLY) AND OVERFISHING LEVELS OF GROUNDFISH FOR THE
WESTERN/CENTRAL/WEST YAKUTAT (W/C/WYK), WESTERN (W), CENTRAL (C), SHELIKOF STRAIT, EASTERN (E)
REGULATORY AREAS, AND IN THE WEST YAKUTAT (WYK), SOUTHEAST OUTSIDE (SEQ), AND GULF-WIDE (GW) Dis-

TRICTS OF THE GULF OF ALASKA.

[Values are in metric tons]

’ Initial TAC
Species Areal ABC TAC Overfishing
POIIOCKZ ...ttt ettt e et e e et e e eab e e nan e e e be e e e ebeee s
Shumagin .. (610) 32,340 32,340
CRIFTKOT et (620) 13,372 13,372
KOGIBK . e (630) 24,501 24,501
SREIKOT ..o | e eee e 20,987 20,987
L A G PP P RV PSP UROPUROPRURPRN (640) 2,340 2,340
U o] (o] = T PSSP R PP P TUPR PR URRPRPRPON WIC/WYK 93,540 93,540 130,760
SO ettt (650) 6,460 6,460 8,610
TOTAI ettt 100,000 100,000 139,370
* * * * * * *

2Under the emergency interim rule (65 FR 3892, January 25, 2000) pollock is apportioned in the Western/Central Regulatory areas to the
Shelikof Strait conservation area (defined at §679.22(b)(3)(iii)(B)) in the A and B seasons only. In accordance with §679.22(b)(3)(iii)(C) the pol-
lock TAC in the Shelikof Strait is determined by calculating a ratio equal to the most recent estimate of pollock biomass in the Shelikof Strait di-
vided by the total pollock biomass in the GOA. This ratio is multiplied by the amount of the combined Western and Central GOA TAC available in
the A and B seasons. The remainder of the combined Western and Central GOA TAC in the A and B seasons is then apportioned to areas 610,
620, 630 outside the Shelikof Strait based on the distribution of pollock outside the Shelikof Strait, which is 56 percent, 4 percent, and 40 percent
respectively. During the C and D seasons pollock is apportioned based on the relative distribution of pollock biomass at 42 percent, 25 percent,
and 33 percent in Regulatory Areas 610, 620, and 630 respectively. These seasonal apportionments are shown in Tables 3 and 4. In the East-
ern Regulatory Area, pollock is not divided into seasonal allowances.
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2. On page 8304, Table 3 is correctly revised to read as follows:

TABLE 3. DISTRIBUTION OF POLLOCK IN THE WESTERN AND CENTRAL REGULATORY AREAS OF THE GULF OF ALASKA (W/
C GOA); BIOMASS DISTRIBUTION, AREA APPORTIONMENTS, AND SEASONAL ALLOWANCES OF ANNUAL TAC FOR THE

A AND B SEASONS IN 2000.

Seasonal Allowances of

Annual TAC
. Biomass 2000 An-
Statistical area percent nual TAC A B
(30%) (15%)
SNEIKOT ...ttt e e e et e e et a e e e be e e eateeeannnas 51.1 20,987 13,991 6,996
SHUMAGIN BL0) ..eoitieiiiieiie ittt b e seb e et et enbe e e e e 27.4 32,340 7,498 3,749
(O 11 o) 2 (51220 ) PRSP PRRPP 2.0 13,372 546 273
Kodiak? (630) .... 195 24,501 5,325 2,662
TOTAL ettt e et e e et e e e et e e ettt e e e tee e e e tbeeeeateeesareeearaeae et 100.0 91,200 27,360 13,680

1A and B seasonal allowances in the Chirikof and Kodiak Districts are outside the Shelikof Strait defined at § 679.20(b)(2)(iii)(B).

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

This action is required by § 679.20
and is exempt from review under E.O.
12866.

Dated: February 25, 2000.
Andrew A. Rosenberg,
Deputy Asst. Administrator for Fisheries,

National Marine Fisheries Service.

[FR Doc. 00-5225 Filed 3-6—00; 8:45 am]
BILLING CODE 3510-22—F
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Proposed Rules

Federal Register
Vol. 65, No. 45

Tuesday, March 7, 2000

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

Animal and Plant Health Inspection
Service

9 CFR Part 77
[Docket No. 99-038-1]

Tuberculosis in Cattle, Bison, Goats,
and Captive Cervids; State and Zone
Designations

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Proposed rule.

SUMMARY: We are proposing to amend
the bovine tuberculosis requirements to
establish several new levels of
tuberculosis risk classifications to be
applied to States and zones within
States. Additionally, we are proposing
to classify States and zones according to
their tuberculosis risk with regard to
captive cervids. We are also proposing
to amend the regulations to specify that
the regulations apply to goats as well as
to cattle, bison, and captive cervids and
to increase the amount of testing that
must be done before certain cattle,
bison, and goats may be moved
interstate. We believe these changes are
necessary to help prevent the spread of
tuberculosis and to further the progress
of the domestic tuberculosis eradication
program.

DATES: We invite you to comment on
this docket. We will consider all
comments that we receive by April 21,
2000.

ADDRESSES: Please send your comment
and three copies to: Docket No. 99-038—
1, Regulatory Analysis and
Development, PPD, APHIS, Suite 3C03,
4700 River Road, Unit 118, Riverdale,
MD 20737-1238. Please state that your
comment refers to Docket No. 99-038—
1.

You may read any comments that we
receive on this docket in our reading
room. The reading room is located in
room 1141 of the USDA South Building,
14th Street and Independence Avenue,
SW., Washington, DC. Normal reading

room hours are 8 a.m. to 4:30 p.m.,
Monday through Friday, except
holidays. To be sure someone is there to
help you, please call (202) 690-2817
before coming.

APHIS documents published in the
Federal Register, and related
information, including the names of
organizations and individuals who have
commented on APHIS rules, are
available on the Internet at http://
www.aphis.usda.gov/ppd/rad/
webrepor.html.

FOR FURTHER INFORMATION CONTACT: Dr.
Joseph Van Tiem, Senior Staff
Veterinarian, VS, APHIS, USDA, 4700
River Road Unit 43, Riverdale, MD
20737-1231; (301) 734-7716.
SUPPLEMENTARY INFORMATION:

Background

Bovine tuberculosis is a contagious,
infectious, and communicable disease
caused by Mycobacterium bovis. It
affects cattle, bison, deer, elk, goats, and
other species, including humans.
Bovine tuberculosis in infected animals
and humans manifests itself in lesions
of the lung, bone, and other body parts,
causes weight loss and general
debilitation, and can be fatal.

At the beginning of this century,
bovine tuberculosis caused more losses
of livestock than all other livestock
diseases combined. This prompted the
establishment of the National
Cooperative State/Federal Bovine
Tuberculosis Eradication Program for
bovine tuberculosis in livestock.

Federal regulations implementing this
program are contained in 9 CFR part 77,
“Tuberculosis” (referred to below as the
regulations), and in the “Uniform
Methods and Rules—Bovine
Tuberculosis Eradication” (UMR),
January 22, 1999, edition, which is
incorporated into the regulations by
reference. The regulations restrict the
interstate movement of cattle, bison, and
captive cervids to prevent the spread of
bovine tuberculosis.

Tuberculosis Risk Level Status

Until the Animal and Plant Health
Inspection Service (APHIS) made a
recent regulatory change to allow zones
within a State to be assigned different
risk classifications (discussed in the
following paragraph), restrictions on the
interstate movement of cattle and bison
not known to be affected with or
exposed to tuberculosis were based on

whether the entire State was classified
as either accredited-free, accredited-free
(suspended), modified accredited, or
nonmodified accredited. In determining
the tuberculosis status of a State, APHIS
based its classification on the State’s
freedom from evidence of tuberculosis,
the effectiveness of the State’s
tuberculosis eradication program, and
the degree of the State’s compliance
with the standards contained in the
UMR.

In an interim rule published in the
Federal Register on November 1, 1999
(64 FR 58769-58780, Docket No. 99—
008-1), we amended the regulations to
allow a State to be divided into two
zones for the purpose of assigning risk
classifications with regard to
tuberculosis in cattle and bison. As a
result of this change, the conditions
required by the regulations for the
interstate movement of cattle and bison
might be different for cattle and bison
from the same State, depending on the
tuberculosis classification of the zone
each animal is moved from.

State and Zone Status System for
Captive Cervids

In our interim rule, we applied the
provisions for allowing for risk zones
within a State only to cattle and bison
and not to captive cervids. This is
because the regulations did not and still
do not provide for State classifications
for tuberculosis based on the
tuberculosis status of captive cervids;
nor is the tuberculosis status of captive
cervids taken into account when
determining the risk classification with
regard to cattle and bison. The
regulations in 9 CFR part 77 are divided
into subpart A for cattle and bison and
subpart B for captive cervids and are
applied independently of each other.

While the requirements in subpart A
for the interstate movement of cattle and
bison are based largely on the risk
classification of the State or zone the
animals move from, the requirements in
subpart B for the interstate movement of
captive cervids are based on the
tuberculosis status of individual herds
of cervids, not on the State status.
Because there was no State
classification system with regard to
captive cervids at the time our interim
rule was published, there was no reason
to allow for zones with separate risk
classifications for captive cervids within
a State.
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In this document, however, we are
proposing to make a system of State and
zone risk classifications applicable to
captive cervids. We have several reasons
for making such a proposal. First,
although the current system of basing
movement requirements for captive
cervids on the status of individual herds
has been effective in preventing
tuberculosis transmission, it is a system
that relies on making each herd owner
responsible for having the necessary
testing done for that herd. We believe
that at least the same level of biosecurity
can be attained, at reduced cost to
individual owners, by linking interstate
movement requirements to a State or
zone classification that would be
dependent on surveillance conducted
by the State.

Second, by allowing for a system of
State or zone classifications with regard
to captive cervids, we would likely
accelerate the eradication of
tuberculosis among captive cervids. The
current system of basing interstate
movement requirements on individual
captive cervid herd status is effective in
preventing the interstate spread of
tuberculosis. However, it does not
contain an incentive for owners to have
their herds tested if they do not intend
to move those cervids interstate. As
with the current State or zone
classification system for cattle and
bison, a State or zone classification
system for captive cervids would
encourage States to aggressively conduct
surveillance among all captive cervid
herds in that State, whether or not any
particular herd is intended for interstate
movement.

We are not, however, proposing to
eliminate the option of basing the
eligibility of captive cervids to move
interstate on individual herd status. For
example, an accredited herd may be
located in a State or zone that is
classified as modified accredited
because of the presence of several
affected herds in herd in the State or
zone. If the accredited herd has
undergone adequate surveillance under
the current regulations to ensure that
individual animals moved from that
herd present a negligible risk of being
infected with tuberculosis, we do not
believe it is necessary to subject animals
from that herd to movement restrictions
that would otherwise apply to the entire
State or zone. Many owners have
invested significant resources in
conducting the monitoring and
surveillance required to achieve a
particular herd status. We believe it is
warranted and appropriate to allow
such owners to continue to move their
cervids under the current regulations
governing such movement if those

movement requirements would be less
restrictive than the proposed
requirements based on the risk
classification of the State or zone in
which the herd is located.

Conversely, we believe it would be
appropriate to allow captive cervids to
move interstate under the proposed
requirements based on the risk
classification of the State or zone in
which the animals are located if such
conditions would be less restrictive than
those in the current regulations based
on individual herd status. For all State
or zone risk classifications under this
proposed rule except for nonaccredited,
the required compliance with the UMR
means that a sufficient number of herds
of captive cervids in the State or zone
must be tested to ensure that
tuberculosis infection at a prevalence
level of 2 percent or more will be
detected with a confidence level of 95
percent. If the State or zone achieves
that level of certainty in the State or
zone overall, we believe that an
individual herd in the State or zone that
is not known to be affected with
tuberculosis can be moved under the
interstate movement requirements
established for that entire State or zone
with negligible risk of spreading
tuberculosis.

(It should be noted that, under the
provisions of the UMR, a herd that is
known to be affected with tuberculosis
that is located in a State or zone that
otherwise presents a low tuberculosis
risk is subject to quarantine and would
not be eligible for interstate movement,
regardless of the State or zone’s risk
classification.)

Therefore, we are proposing to add
language to the current captive cervid
regulations to indicate that captive
cervids may move interstate under the
proposed movement requirements
applicable to an entire State or zone if
those requirements are less restrictive
than those for movement based on
individual herd status. This language
would be added at §§77.32(a), 77.35(b),
77.36(b), and 77.37(b) of this proposed
rule, which include the provisions set
forth in §§ 77.9(a), 77.12(b), 77.13(b),
and 77.14(b), respectively, of the current
regulations.

Change in Risk Classifications

We are also proposing in this
document to revamp and expand the
categories of tuberculosis risk
classifications that apply to cattle and
bison (discussed below) and to use this
new classification system when
determining the risk classifications of
States or zones with regard to captive
cervids. However, although we would
use the same type of tuberculosis risk

classification system for both captive
cervids and cattle and bison, the
specific risk classification we would
apply to a State or zone with regard to
cattle and bison would not necessarily
be the same as that assigned to the State
or zone with regard to captive cervids.
Although our goal by the year 2010 is
to have each State or zone have one
tuberculosis classification that applies
to all regulated animals in the State or
zone, at this time we are keeping State
and zone classifications for cattle and
bison independent of the classifications
for captive cervids. Our rationale for
keeping these classifications separate is
explained below under the heading
“Captive Cervids.”

Goats

Additionally, we are proposing to
make the tuberculosis provisions that
apply to cattle and bison also apply to
goats. The current regulations, except
for limited usage as part of the term
“livestock,” do not refer to goats,
although the UMR does. The production
of goats, however, is a rapidly growing
industry, particularly with regard to
dairy goats, and it has been
demonstrated by incidences of
tuberculosis among goats held for
exhibition that goats can harbor and
transmit the disease. In order to protect
the goat industry in this country, and to
protect other susceptible livestock from
goats that might become infected with
tuberculosis, we are including goats in
this proposed rule in provisions that
refer to cattle and bison, as appropriate.
It should be noted that, although no
cases of tuberculosis have been found to
date in goats used as livestock in the
United States, regulating the movement
of goats is consistent with the
regulations of the U.S. Food and Drug
Administration (FDA) regarding the
potential transmission of tuberculosis to
humans through goat’s milk. (See, for
example, 21 CFR 1210.13, which
requires tuberculin testing of animals
whose raw milk is intended for
importation into the United States, and
also the FDA Pasteurized Milk
Ordinance, Section 7(C), which
provides that goat milk for
pasteurization must be from a herd that
has passed an annual tuberculin herd
test.)

Each of the proposed changes noted
above, and our reasons for proposing
them, are discussed at greater length
below.

Scope of this Proposed Rule

In addition to the proposed
substantive additions and revisions to
the current regulations that we discuss
in this supplementary information, we
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are proposing to make nonsubstantive
changes to the current regulations to
make them easier to read. The primary
nonsubstantive change we are proposing
is the reformatting of the regulations,
discussed below under the heading
“Reformatting of Part 77.”

In order to make it easier to follow our
proposed reformatting changes, we set
out all of part 77 in this proposal,
including those provisions of the
current regulations to which we are
proposing no amendments, except to
change section designations. Because
we are proposing no changes to large
parts of the current regulations, we are
not soliciting public comment on those
unchanged provisions. In certain other
sections, we are proposing very limited
changes, and are soliciting public
comment only on the limited portion of
the section that would be amended.

The regulatory sections addressing
captive cervids that are set out in this
proposed rule only for readability with
no substantive changes, or with very
limited changes, are §§ 77.9 through
77.18 of the current regulations
(designated as proposed §§77.32
through 77.41). The several places we
are proposing limited changes to those
sections are identified and discussed in
this supplementary information, below.
With regard to cattle and bison, we are
proposing no substantive changes to
§§ 77.5 through 77.7 of the current
regulations (designated as proposed
§§ 77.17 through 77.19) except to apply
those provisions to goats as well as to
cattle and bison where applicable.

Reformatting of Part 77

As noted above, under this proposed
rule, the provisions for tuberculosis risk
classification and for recognition of
zones within a State would be expanded
to apply to captive cervids and goats as
well as to cattle and bison. Because the
status classifications for captive cervids
may not coincide with those for cattle,
bison, and goats, we would continue to
set forth most of the provisions relevant
to captive cervids in a separate subpart
from those relevant to cattle, bison, and
goats.

In contrast, the provisions for
applying for recognition of risk zones
within a State will apply in the same
way to captive cervids as to cattle,
bison, and goats. Whatever zones are
recognized will be used for captive
cervids, as well as for cattle, bison, and
goats, although the status of a zone may
be different for captive cervids than it is
for cattle, bison, and goats.

Therefore, to avoid redundancy in the
regulations, we are proposing to include
all provisions regarding application for
recognition of zones in one subpart,

rather than duplicate the information in
the subparts specific to cattle, bison,
and goats and specific to captive
cervids. In addition, we are proposing to
include in that “general” subpart the
definitions that apply to all of the
regulations in part 77. This “general”
subpart would be subpart A. The
regulations specific to cattle, bison, and
goats would be set forth in subpart B,
and the regulations specific to captive
cervids would be set forth in subpart C.
All of the current sections in part 77
would be renumbered to accommodate
this reformatting.

In subpart A of this proposed rule, we
are including one substantive change
from the current provisions regarding
application for recognition of zones.
Currently, a State may have no more
than two zones. In our November 1,
1999, interim rule, we explained that we
were limiting the number of zones in a
State to two because of the amount of
monitoring and movement controls
necessary for the State to adequately
administer different status zones. We
now believe that it is not necessary to
limit a State to two zones, if the State
can adequately demonstrate that each of
its proposed zones meets the criteria in
the current regulations for recognition of
a zone.

Under these criteria, a zone must be
a defined geographic land area
indentifiable by geological, political,
manmade, or surveyed boundaries, with
mechanisms of disease spread,
epidemiological characteristics, and the
ability to control the movement of
animals across the boundaries of the
zone taken into account. Additionally,
the State in question must have
sufficient resources to implement and
enforce a tuberculosis eradication
program, and means of ensuring that
State and Federal animal health
authorities are notified of tuberculosis
cases in domestic livestock or outbreaks
in wildlife. Further, the State must
maintain, in each intended zone,
surveillance that allows detection of
tuberculosis in the overall population of
livestock at a 2 percent prevalence rate
with 95 percent confidence.

We believe that if a State can meet
each of the above requirements for each
of the proposed zones, it is not
necessary to limit the State’s request to
two zones. Therefore, we are not
including in this proposed rule a
provision limiting a State to no more
than two zones.

Current Risk Classification System

The possible risk classifications of
States and zones with regard to cattle
and bison under the current regulations
are accredited-free, accredited-free

(suspended), modified accredited, and
nonmodified accredited. Some of the
current provisions governing each
classification appear in the definitions
in § 77.1, while the remainder of the
provisions for each classification appear
in other sections of part 77. We discuss
below the provisions governing each of
the current classifications.

Accredited-Free State or Zone

Criteria for being classified as an
accredited-free State or zone. An
accredited-free State or zone is defined
as a State or zone that complies with the
UMR, has zero percent prevalence of
affected cattle and bison herds, and has
had no findings of tuberculosis in any
cattle or bison in the State or zone for
the previous 5 years, except that the
requirement of freedom from
tuberculosis is 2 years from the
depopulation of the last affected herd in
States or zones that were previously
accredited-free and in which all herds
affected with tuberculosis were
depopulated. Compliance with the UMR
includes meeting the requirement that
the State demonstrates annually that an
adequate amount of testing and
slaughter surveillance is done in that
State to discover any bovine
tuberculosis that might be present.

If tuberculosis is detected in any one
herd of cattle or bison in an accredited-
free State or zone, the accredited-free
status of the State or zone is suspended.
In such a case, the State or zone may
qualify for redesignation of accredited-
free status after the herd in which the
tuberculosis is detected has been
quarantined, an epidemiological
investigation has confirmed that the
disease has not spread from the herd,
and all reactor cattle and bison have
been destroyed.

If any livestock other than cattle or
bison are included in a newly
assembled herd on a premises where a
tuberculous herd has been depopulated,
the State or zone must test those other
livestock in the same way as cattle and
bison when conducting a herd test
according to the UMR, or else be
reclassified as either a modified
accredited State or zone or a
nonmodified accredited State or zone.

If two or more affected herds are
detected in an accredited-free State or
zone within a 48-month period, the
State or zone will also be reclassified.

If tuberculosis is diagnosed in an
accredited-free State or zone in an
animal not specifically covered by the
regulations and a risk assessment
conducted by APHIS determines the
outbreak poses a tuberculosis risk to
livestock in the State or zone, the State
or zone must adopt, within 6 months of
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diagnosis, a tuberculosis management
plan, approved jointly by the State
animal health official and the APHIS
Administrator, or else be reclassified.

Accredited-free State or zone status
must be renewed annually.

Interstate movement from an
accredited-free State or zone. Cattle and
bison that originate in an accredited-free
State or zone and that are not known to
be infected with or exposed to
tuberculosis may be moved interstate
without restriction.

Accredited-Free (Suspended) State or
Zone

Criterion for being classified as an
accredited-free (suspended) State or
zone. An accredited-free (suspended)
State or zone is defined as an
accredited-free State or zone in which
tuberculosis has been detected in cattle
or bison.

Interstate movement from an
accredited-free (suspended) State or
zone. Cattle and bison that originate in
an accredited-free (suspended) State or
zone and that are not known to be
infected with or exposed to tuberculosis
may be moved interstate without
restriction.

Modified Accredited State or Zone

Criteria for being classified as a
modified accredited State or zone. A
modified accredited State or zone is
defined as a State or zone that complies
with the UMR and in which
tuberculosis has been prevalent in less
than 0.01 percent of the total number of
herds of cattle and bison in the State or
zone for the most recent 2 years.
However, depending on the veterinary
infrastructure, livestock demographics,
and tuberculosis control and eradication
measures in the State or zone, the
Administrator may, upon review, allow
modified accredited status in a State or
zone that has fewer than 30,000 herds
and that has had up to 3 affected herds
for each of the most recent 2 years.

The same requirements apply to
modified accredited States or zones as
those discussed above for accredited-
free States or zones regarding the testing
of livestock other than cattle or bison
included in a newly assembled herd on
a premises where a tuberculous herd
has been depopulated.

Likewise, the same requirements
apply to modified accredited States or
zones as those discussed above for
accredited-free States or zones regarding
the need to adopt a tuberculosis
management plan if tuberculosis is
diagnosed in the State or zone in an
animal not specifically covered by the
regulations and a risk assessment
conducted by APHIS determines the

outbreak poses a tuberculosis risk to
livestock in the State or zone.

Modified accredited State or zone
status must be renewed annually.

Interstate movement from a modified
accredited State or zone. Cattle and
bison that originate in a modified
accredited State or zone and that are not
known to be infected with or exposed to
tuberculosis may be moved interstate
without restriction.

Nonmodified Accredited State or Zone

Criterion for being classified as a
nonmodified accredited State or zone. A
nonmodified accredited State is defined
as a State or zone that has not received
accredited-free status or modified
accredited status.

Conditions for interstate movement
from a nonmodified accredited State or
zone. Cattle and bison that originate in
a nonmodified accredited State or zone
and that are not known to be infected
with or exposed to tuberculosis may be
moved interstate only if they meet one
of the following conditions:

1. The cattle or bison are moved
directly to slaughter to an establishment
operating under the provisions of the
Federal Meat Inspection Act or to a
State-inspected slaughtering
establishment that has State inspection
at the time of slaughter.

2. The cattle or bison are steers or
spayed heifers, or are officially
identified sexually intact heifers that are
moved to an approved feedlot, and are
accompanied by a certificate stating that
they have tested negative to an official
tuberculin test conducted within 30
days prior to the date of movement. If
the cattle or bison moved under this
condition are not individually identified
by a registration name and number, they
must be individually identified by an
APHIS-approved metal eartag or tattoo.

3. The cattle or bison are breeding
animals from an accredited herd and are
accompanied by a certificate showing
they are from such a herd.

4. The cattle or bison are breeding
animals that are not from an accredited
herd but that are accompanied by a
certificate stating that they have tested
negative to two official tuberculin tests
conducted at least 60 days apart and no
more than 6 months apart, with the
second test conducted within 30 days
prior to the date of movement. If the
cattle or bison moved under this
condition are not individually identified
by a registration name and number, they
must be officially identified.

Reasons for Proposing a Revised
Classification System

Although it has undergone some
refinement through the years, including

the clarifications we made in our
November 1, 1999, interim rule, a
tuberculosis risk classification system
that includes accredited free, modified
accredited, and nonmodified accredited
classifications has been in effect since
the 1940’s. It has been an integral part
of the tuberculosis eradication program
that has virtually eliminated the disease
in U.S. livestock. Currently, all but three
States are classified as accredited free in
their entirety for cattle and bison, which
means they contain no herds affected
with tuberculosis. Two States (New
Mexico and Texas) are nearing
accredited-free status, and one State
(Michigan) is accredited free except for
a single zone in the State. Today, the
national percentage of herds of cattle
and bison affected with tuberculosis
stands at approximately 0.0002 percent.

Although the current system of risk
level classifications has been effective in
helping reduce the incidence of
tuberculosis in the United States to a
very low level, it has not yet eliminated
the disease in this country. The danger
still exists that tuberculosis could
spread among livestock, and we do not
believe the current regulations best
recognize the different levels of risk that
can exist with regard to tuberculosis.

As discussed above, one of the criteria
for being classified as a modified
accredited State or zone is that, with
certain exceptions, the State or zone is
one in which tuberculosis has been
prevalent in less than 0.01 percent of
the total number of herds of cattle and
bison in the State or zone for the most
recent 2 years. The current regulations
do not specifically address levels of
prevalence greater than or equal to 0.01
percent of the herds in the State or zone,
other than to provide that all States or
zones that do not qualify for accredited-
free or modified accredited will be
classified as nonmodified accredited.

Although we consider the current
interstate requirements for animals from
nonmodified accredited States or zones
to adequately address States or zones
that have prevalence levels of
tuberculosis close to 0.01 percent, we
believe those interstate requirements are
not adequate to address any States or
zones that develop prevalence levels
well in excess of 0.01 percent. In this
proposal, we are proposing to address
such higher prevalence levels by
expanding the possible levels of risk
classification, as discussed below.

Additionally, we believe two other
factors make it necessary to change the
current classification system. The first
involves the captive cervid industry; the
second involves international trade.
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Captive Cervids

Although we believe it is necessary to
begin classifying States or zones
according to their tuberculosis risk with
regard to captive cervids, as noted above
we are proposing to keep classifications
with regard to cattle, bison, and goats
independent of classifications for
captive cervids. We are proposing to
keep these classifications separate
because, in general, programs for
surveillance for tuberculosis in captive
cervids are not as advanced as those for
cattle and bison. Although all but three
States are considered accredited free
with regard to cattle and bison, based on
the information available to us, we
believe only 24 States would qualify for
accredited-free status in their entirety
for captive cervids. However, we do not
consider it appropriate to downgrade
the status of a State or zone with regard
to cattle and bison because that State or
zone has a higher risk status for captive
cervids. Captive cervids usually
represent only a minor percentage of the
livestock industry in most States, and
those captive cervids that are held or
transported in a State are generally
raised and marketed in channels
separate from cattle, bison, and goats, so
there is less risk that a captive cervid
that is infected with tuberculosis will
transmit the disease to cattle, bison, or
goats.

Tuberculosis and International Trade

Another reason we believe it is
necessary to refine and expand the
tuberculosis risk classification system
involves growing international trade.
Although the majority of States are
grouped at the accredited-free level and
would not be affected by the changes in
the risk classification system set forth in
this proposal, there is a broad spectrum
of risk levels among other countries.
With growing international trade, we
find it increasingly necessary to be able
to explain to our trading partners in a
transparent fashion why we consider
them to be at a particular risk level for
tuberculosis and why we believe
particular mitigation measures are
necessary to allow their animals to be
imported into the United States. The
risk classification system we are
proposing in this document represents
the same criteria we would use to assess
the risk in another country and the
measures necessary to mitigate any risk
to a negligible level. We are in the
process of developing rulemaking that
will specifically address tuberculosis
risk levels in foreign countries and other
foreign regions.

Proposed New Tuberculosis Risk
Classification System

In the following paragraphs we
explain how the new classification
system would work. We are proposing
to provide for five risk classifications, as
follows:

1. Accredited Free.

2. Modified Accredited Advanced.

3. Modified Accredited.

4. Accreditation Preparatory.

5. Nonaccredited.

It is important to keep in mind that
when we refer in our discussion below
to “specifically regulated animals,” we
are talking exclusively about cattle,
bison, and goats for subpart A and
exclusively about captive cervids for
subpart B. For instance, although cattle,
bison, goats, and captive cervids would
all be “specifically regulated” in some
way under part 77, in subpart B the
prevalence level of affected herds of
captive cervids alone would be
considered in determining the
classification of States or zones and
would not influence the classification of
the State or zone for cattle, bison, and
goats in subpart A.

Accredited-Free States or Zones

We are proposing to retain the
provisions in the current regulations
governing accredited-free status,
described above under the heading
‘““Accredited-Free State or Zone,” with
two additions and one revision.

The additions involve the waiting
period without findings of tuberculosis
that a State or zone must meet before
achieving accredited-free status. To
achieve accredited-free status under the
current regulations, a State or zone must
have had no findings of tuberculosis for
the previous 5 years, except that the
requirement of freedom from
tuberculosis is 2 years from the
depopulation of the last affected herd in
States or zones that were previously
accredited free and in which all herds
affected with tuberculosis have been
depopulated.

In the definition of accredited-free
State or zone in both § 77.5 for cattle,
bison, and goats and § 77.20 for captive
cervids, we are proposing to add two
additional ways to achieve accredited-
free status. First, the waiting period
would be 3 years in States or zones that
were not previously accredited free but
that have depopulated all affected
herds. We believe this shortened
waiting period is appropriate in States
or zones where such depopulation has
been carried out because depopulation
is an effective method of ensuring that
infected animals are removed from a
State or zone.

Alternatively, the waiting period
would be 3 years in States or zones that
have conducted surveillance that
demonstrates that wildlife and livestock
herds other than the animals
specifically regulated under the subpart
in question (cattle, bison, and goats in
subpart A; captive cervids in subpart B)
are not at risk of being infected with
tuberculosis, as determined by the
Administrator based on a risk
assessment conducted by APHIS. We
believe that including such an option in
the regulations provides States and
zones with an incentive to conduct
increased surveillance for tuberculosis
in all susceptible animals in the area of
an affected herd and thus to accelerate
eradication of the disease in that State
or zone.

We believe it is necessary to allow the
Administrator the discretion to assess
the adequacy of the surveillance
because there are a number of valid
methods of surveying for tuberculosis,
and we expect that each State will
implement a surveillance program
suitable to the livestock and wildlife of
that State. Among the different methods
of surveillance a State might implement
are testing of animals at slaughter,
testing for tuberculosis of any animals
tested for another reason, target area
testing, or epidemiological sampling of
herds in a particular area.

The provision we are proposing to
revise involves how we will address
States or zones in which an affected
herd is detected. Under § 77.3(c) of the
current regulations, such a State or zone
is reclassified as accredited free
(suspended). However, the current
regulations do not specify how long the
suspension of accredited-free status can
last before the State or zone is
downgraded in status, nor do they
specify what the State or zone must do
to regain accredited-free status. To
address these two areas, § 77.7(c) of this
proposed rule provides for cattle, bison,
and goats that if an affected herd is
detected in a State or zone classified as
accredited free, and the herd is
depopulated and an epidemiologic
investigation is completed within 90
days of the detection of the affected
herd with no evidence of the spread of
tuberculosis, the State or zone may
retain its accredited-free status.
Proposed § 77.22 includes a similar
provision for States and zones classified
accredited free for captive cervids, with
the one difference that, in such States
and zones, the depopulation and
epidemiologic investigation must be
completed within 120 days of the
detection of the affected herd.

Based on our experience enforcing the
regulations, we believe that for cattle,
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bison, and goats, 90 days is enough time
to investigate the incidence of
tuberculosis and trace the movement of
animals from an affected herd. Ninety
days will allow time for herd owners
who have tested their livestock once
with negative results to wait at least an
additional 60 days before retesting to
ensure valid results from the retesting.
However, we believe it is warranted to
allow 120 days for completion of
depopulation and investigation for
captive cervids, due to the longer
waiting period necessary between tests
of cervids than those of cattle, bison,
and goats. In animals that have been
tested for tuberculosis, the immune
system is depressed following the test
and will not respond definitively to a
second test unless some time is allowed
for the animal’s immune system to
“reset” following the first test. In cattle,
bison, and goats, a valid second test can
be done 60 days following the first test.
For captive cervids, it is necessary to
wait 90 days following the first test.

To clarify our intent with regard to
what constitutes an epidemiologic
investigation, we are including a
definition of that term in proposed
§77.2. We would define an
epidemiologic investigation as one that
is conducted by the State in conjunction
with APHIS representatives, in which
an official test for tuberculosis is
conducted on all livestock in any
tuberculosis-affected herd in a State or
zone, as well as on all livestock in any
herd into which livestock from the
affected herd have been moved.

As in the current regulations for cattle
and bison, we would allow specifically
regulated animals that are not known to
be infected with or exposed to
tuberculosis to be moved interstate
without restriction from accredited-free
States or zones.

Modified Accredited Advanced States
or Zones

Prior to our November 1, 1999,
interim rule, a modified accredited State
was defined as one that complied with
all of the provisions of the UMR
regarding modified accredited States.
Because it was not always clear what
standards a State needed to meet to
achieve modified accredited status, in
our interim rule we clarified our intent
with regard to the standards that needed
to be met. These standards are described
above under the heading “Modified
Accredited State or Zone.”

Because tuberculosis has been
virtually eradicated in cattle and bison
in this country, and because two of the
three States not classified as accredited
free in their entirety are classified as
modified accredited, the standards

currently set forth in subpart A of the
regulations for modified accredited
States are relatively stringent. We
consider those standards necessary to
ensure that all States maintain an
aggressive program to become or stay
accredited free with regard to cattle,
bison, and goats.

However, because tuberculosis
surveillance programs for captive
cervids have not yet progressed as far as
those for cattle, bison, and goats, and
because not all foreign regions are as
close to the eradication of tuberculosis
as the United States, we believe it is
necessary to provide for risk
classifications that accommodate a
greater disease risk than the modified
accredited status of the current
regulations, but at the same time give
more recognition for progress toward
eradication than the current
nonmodified accredited classification.
We believe that providing for such
classifications will further the
eradication of tuberculosis in this
country and establish standards that we
can apply in equivalent fashion to
foreign regions in future rulemaking.
The classifications we are proposing to
add are titled modified accredited (with
different standards than the modified
accredited classification under the
current regulations) and accreditation
preparatory. Both of these classifications
are discussed below under their
respective headings.

With the addition of these two
classifications, we believe it is necessary
to make clear that the classification
currently known as modified accredited
describes a State or zone that is close to
the eradication of tuberculosis in the
animals in question. Therefore, we are
proposing to rename the current
modified accredited classification as
modified accredited advanced. The
requirements for achieving and
maintaining modified accredited
advanced status would be the same as
those in the current regulations for
achieving and maintaining modified
accredited status (described above
under the heading “Modified
Accredited State or Zone”).

The requirements for the interstate
movement of animals from a modified
accredited advanced State or zone
(proposed § 77.10 for cattle, bison, and
goats; proposed § 77.25 for captive
cervids) would differ from the current
provisions for movement from a
modified accredited State or zone in one
significant respect. Under the current
regulations, cattle and bison that
originate in a modified accredited State
or zone and that are not known to be
infected with or exposed to tuberculosis
may be moved interstate without

restriction. However, because any State
or zone other than an accredited-free
State or zone includes at least one herd
affected with tuberculosis, we consider
it necessary to test animals moved from
States or zones that are other than
accredited free, unless certain other
conditions exist that mitigate the
tuberculosis risk to a negligible level.
Therefore, in this document, we are
proposing that specifically regulated
animals may not be moved interstate
from a modified accredited advanced
State or zone without testing negative
for tuberculosis unless they meet one of
the following conditions:

1. The animals are accompanied by a
certificate stating that they originated in
an accredited herd that has completed
the testing necessary for accredited
status with negative results within 1
year prior to the date of movement.

2. The animals are moved directly for
slaughter to an approved slaughtering
establishment. (Currently, subpart A
with regard to cattle and bison refers to
movement to a slaughtering
“establishment operating under the
provisions of the Federal Meat
Inspection Act (21 U.S.C. 601 et seq.) or
a State-inspected slaughtering
establishment that has inspection by a
State inspector at the time of slaughter.”
Such an establishment is defined in
current subpart B as an approved
slaughtering establishment. In this
proposed rule, wherever we refer in the
regulations to such an establishment, we
use the term “approved slaughtering
establishment”).

3. The animals are cattle or bison that
are steers or spayed heifers, or are
officially identified sexually intact
heifers that are moved to an approved
feedlot. All cattle and bison so moved
that are not individually identified by a
registration name and number must be
officially identified.

If the animals meet none of the above
conditions, they may not be moved
interstate unless they are accompanied
by a certificate stating that they have
been classified negative to an official
tuberculin test that was conducted
within 60 days prior to the date of
movement for cattle, bison, and goats,
and within 90 days prior to the date of
movement for captive cervids.

The proposed requirement that the
testing required for cattle and bison be
done within 60 days prior to the date of
movement differs from testing
requirements in the current regulations
(for nonmodified accredited States and
zones), which require that the testing be
done within 30 days prior to the date of
movement. We are proposing to allow
testing to be done within 60 days prior
to movement in order to minimize
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disruption to standard livestock
marketing practices. Under the current
regulations, for example, cattle and
bison tested 31 days prior to an
intended date of movement could not be
moved interstate. Because, as discussed
above, an interval of at least 60 days is
necessary between tuberculin tests for
cattle, bison, and goats, under the
current regulations cattle or bison tested
31 days prior to the intended date of
movement would have to wait 29 days
beyond the intended date of movement
before being retested. We believe that
this delay in movement, which can
significantly impact the ability of
owners to market their animals, is not
warranted from an animal health
perspective, because we believe the risk
is negligible that an infected animal will
not be detected because a test was done
60 days prior to movement rather than
30 days.

With regard to captive cervids,
allowing a required test to be conducted
within 90 days prior to movement
would be consistent with the current
provisions regarding the testing required
for interstate movement from individual
herds. Ninety days would be allowed for
the testing of captive cervids for the
same reason that 60 days would be
allowed for cattle, bison, and goats—i.e.,
to minimize disruption of standard
livestock practices. We would allow the
additional time for captive cervids,
compared to cattle, bison, and goats,
because of the longer waiting period
that is necessary between tuberculosis
tests of captive cervids.

We believe it is necessary to establish
the above requirements for animals
moved from modified accredited
advanced States or zones to provide
assurance that the tuberculosis risk from
animals moving from a modified
accredited advanced State or zone is no
more than that from animals already in
an accredited-free State or zone.

Modified Accredited States or Zones

The new tuberculosis risk
classification titled modified accredited
would apply to States and zones whose
animals represent a greater disease risk
than those from States and zones
classified as modified accredited
advanced.

In proposed § 77.5 for cattle, bison,
and goats and proposed § 77.20 for
captive cervids, a modified accredited
State or zone would be defined as a
State or zone that is or is part of a State
that has the authority to enforce and
complies with the provisions of the
UMR and in which tuberculosis has
been prevalent in less than 0.1 percent
of the total number of specifically
regulated animals in the State or zone

for the most recent year. However, the
regulations would also provide that the
Administrator, upon his or her review,
may allow a State or zone with fewer
than 10,000 herds of the animals in
question to have up to 10 affected herds
for the most recent year, depending on
the veterinary infrastructure, livestock
demographics, and tuberculosis control
and eradication measures in the State or
zone.

The provision that would allow the
Administrator to give the proposed
modified accredited classification to a
State or zone with fewer than 10,000
herds that has up to 10 affected herds
is similar to a provision in the current
regulations for modified accredited
States, retained in this proposed rule
under the standards for achieving and
maintaining modified accredited
advanced status. Under the current
regulations, the prevalence level of
tuberculosis for modified accredited
status must be less than 0.01 percent of
the total number of herds, except that in
States or zones with fewer than 30,000
herds, the Administrator may, upon his
or her review, allow the State or zone
to have up to 3 affected herds.

Although we consider a disease
prevalence of less than 0.1 percent of
the herds to be appropriate for the
proposed modified accredited
classification in most cases, we
recognize that there are situations where
the circumstances in a State or zone
might warrant some deviation from that
standard. For instance, the requirement
for less than 0.1 percent prevalence
means that, for every 10,000 herds in
the State or zone, fewer than 10 herds
may be affected. In a State or zone with
fewer than 10,000 herds, the presence of
fewer than 10 affected herds could
cause the prevalence rate to exceed the
allowable maximum. We do not
necessarily consider this number of
affected herds to represent a disease risk
significant enough to disqualify a State
or zone from the proposed modified
accredited classification.

The factors the Administrator will
consider in determining whether a
prevalence level of 0.1 percent or more
is acceptable include: (1) How
effectively the veterinary infrastructure
in the State or zone could detect and
respond to the presence of an affected
herd and (2) the risk of transmission of
the disease from an affected herd to
other herds, based on factors such as the
density of the livestock population and
the patterns of herd distribution.

As with accredited-free and modified
accredited advanced States and zones,
we are proposing to require for modified
accredited States and zones (proposed
§77.11 for cattle, bison, and goats;

proposed § 77.26 for captive cervids)
that if any livestock other than cattle or
bison are included in a newly
assembled herd on a premises where a
tuberculous herd has been depopulated,
the State or zone must test those other
livestock in the same way as cattle and
bison when conducting a herd test
according to the UMR, or else have its
classification downgraded, in this case
to accreditation preparatory.

Additionally, as with accredited-free
and modified accredited advanced
States and zones, we are proposing to
require that if tuberculosis is diagnosed
in a modified accredited State or zone
in an animal not specifically covered by
the regulations, and a risk assessment
conducted by APHIS determines the
outbreak poses a tuberculosis risk to
livestock in the State or zone, the State
or zone must implement a tuberculosis
management plan, approved jointly by
the State animal health official and the
APHIS Administrator, within 6 months
of the diagnosis, or have its
classification downgraded, in this case
to accreditation preparatory. It should
be noted that our use of the word
“implement” differs from the wording
of the current regulations, which use the
word “adopt.” We would use the word
“implement” to make clear that a
tuberculosis management plan must
actually be in operation to meet the
requirements of the regulations.

Modified accredited State or zone
status would have to be renewed
annually.

Interstate movement from proposed
modified accredited States or zones: In
this document, we are proposing
(proposed § 77.12 for cattle, bison, and
goats; proposed § 77.27 for captive
cervids) that specifically regulated
animals may not move interstate from a
modified accredited State or zone
without having to be tested for
tuberculosis, unless they meet one of
the following conditions:

1. The animals are accompanied by a
certificate stating that they originated in
an accredited herd that has completed
the testing necessary for accredited
status with negative results within 1
year prior to the date of movement.

2. The animals are moved directly to
slaughter to an approved slaughtering
establishment.

If the animals meet neither of the
above conditions, they may not be
moved interstate unless they meet one
of the following conditions:

1. The animals are cattle or bison that
are steers or spayed heifers, or are
officially identified sexually intact
heifers that are moved to an approved
feedlot, and are accompanied by a
certificate stating that they have been
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classified negative to an official
tuberculin test conducted within 60
days prior to movement. All cattle and
bison so moved that are not individually
identified by a registration name and
number must be officially identified.

2. If the animals are cattle, bison, or
goats, they must be accompanied by a
certificate stating that they have been
classified negative to two official
tuberculin tests conducted at least 60
days apart and no more than 6 months
apart, with the second test conducted
within 60 days prior to the date of
movement. If the animals are captive
cervids, they must be accompanied by a
certificate stating that they have been
classified negative to two official
tuberculin tests conducted at least 90
days apart and no more than 6 months
apart, with the second test conducted
within 90 days prior to the date of
movement. All animals that are so
moved that are not individually
identified by a registration name and
number must be officially identified.

The proposed interstate movement
requirements from modified accredited
States and zones differ from those for
modified accredited advanced States
and zones in two ways. First, steers,
spayed heifers, and officially identified
sexually intact heifers moved to an
approved feedlot from a modified
accredited State or zone would have to
test negative to one official tuberculin
test (proposed § 77.12(b)). This
requirement would not exist for
movement from modified accredited
advanced States and zones. Second,
breeding animals not from an accredited
herd would have to test negative to two
official tuberculin tests (proposed
§ 77.12(d) for cattle, bison, and goats;
proposed § 77.27(c) for captive cervids),
rather than just one test as for
movement from modified accredited
advanced States and zones. We believe
these additional safeguards are
necessary for animals moved from
modified accredited States or zones to
provide assurance that the tuberculosis
risk from animals moving from a
modified accredited State or zone is no
more than that from animals already in
an accredited-free State or zone or a
modified accredited advanced State or
zone.

Accreditation Preparatory States and
Zones

The tuberculosis risk classification
titled accreditation preparatory would
apply to States and zones that represent
a greater disease risk than those
classified as modified accredited.

In proposed § 77.5 for cattle, bison,
and goats and proposed § 77.20 for
captive cervids, an accreditation

preparatory State or zone would be
defined as a State or zone that is or is
part of a State that has the authority to
enforce and complies with the
provisions of the UMR and in which
tuberculosis is prevalent in less than 0.5
percent of the total number of herds of
specifically regulated animals in the
State or zone.

As with the classifications discussed
above, we are proposing to require for
accreditation preparatory States and
zones that if any livestock other than
cattle, bison, or goats are included in a
newly assembled herd on a premises
where a tuberculous herd has been
depopulated, the State or zone must test
those other livestock in the same way as
cattle, bison, and goats when
conducting a herd test according to the
UMR, or else have its classification
downgraded, in this case to
nonaccredited (proposed § 77.13 for
cattle, bison, and goats; proposed
§ 77.28 for captive cervids).

Additionally, as with the
classifications discussed above, we are
proposing to require that if tuberculosis
is diagnosed in an accreditation
preparatory State or zone in an animal
not specifically covered by the
regulations, and a risk assessment
conducted by APHIS determines the
outbreak poses a tuberculosis risk to
livestock in the State or zone, the State
or zone must implement a tuberculosis
management plan, approved jointly by
the State animal health official and the
APHIS Administrator, within 6 months
of the diagnosis, or else have its
classification downgraded, in this case
to nonaccredited.

Accreditation preparatory State or
zone status would have to be renewed
annually.

Interstate movement from
accreditation preparatory States or
zones: In this document, we are
proposing (proposed § 77.14 for cattle,
bison, and goats; proposed § 77.29 for
captive cervids) that specifically
regulated animals may not be moved
interstate from an accreditation
preparatory State or zone unless they
meet one of the following conditions:

1. The animals are accompanied by a
certificate stating that they originated in
an accredited herd that has completed
the testing necessary for accredited
status with negative results within 1
year prior to the date of movement, and
that the animals to be moved have been
classified negative to an official
tuberculin test conducted within 60
days prior to the date of movement for
cattle, bison, and goats, and within 90
days prior to the date of movement for
captive cervids. All animals that are so
moved that are not individually

identified by a registration name and
number must be officially identified.

2. The animals are moved directly to
slaughter to an approved slaughtering
establishment.

3. The animals are cattle or bison that
are steers or spayed heifers, or are
officially identified sexually intact
heifers that are moved to an approved
feedlot, and are accompanied by a
certificate stating that they have been
classified negative to two official
tuberculin tests conducted at least 60
days apart and no more than 6 months
apart, with the second test conducted
within 60 days prior to movement. All
cattle and bison so moved that are not
individually identified by a registration
name and number must be officially
identified.

4. The animals are accompanied by a
certificate stating that they originated in
a herd that has undergone a tuberculosis
herd test with negative results
conducted within 1 year prior to
movement. Additionally, for cattle,
bison, and goats, the certificate must
state that the animals have been
classified negative to two additional
official tuberculin tests conducted at
least 60 days apart and no more than 6
months apart, with the second test
conducted within 60 days prior to the
date of movement. For captive cervids,
the certificate must state that the cervids
have been classified negative to two
additional official tuberculin tests
conducted at least 90 days apart and no
more than 6 months apart, with the
second test conducted within 90 days
prior to the date of movement. All
animals that are so moved that are not
individually identified by a registration
name and number must be officially
identified.

The proposed interstate movement
requirements from accreditation
preparatory States and zones differ from
those for modified accredited States and
zones in three ways. First, steers, spayed
heifers, and officially identified sexually
intact heifers moved to an approved
feedlot from an accredited preparatory
State or zone would have to test
negative to two official tuberculin tests,
rather than just one as for modified
accredited States and zones. Second, in
addition to testing negative to two
additional official tuberculin tests,
breeding animals not from an accredited
herd would have to originate in a herd
that has undergone a tuberculosis herd
test with negative results. Third,
animals from an accredited herd would
have to originate in a herd that has
completed the necessary testing for
accredited status within 1 year prior to
the date of movement, and test negative
to an official tuberculin test within 60
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days prior to movement for cattle, bison,
and goats, and within 90 days prior to
movement for captive cervids. We
believe the additional safeguards are
necessary for animals from an
accreditation preparatory State or zone
to provide assurance that the
tuberculosis risk from animals moving
from an accreditation preparatory State
or zone is no more than that from
animals already in an accredited-free
State or zone, a modified accredited
advanced State or zone, or a modified
accredited State or zone.

Nonaccredited States and Zones

In the current regulations, there is a
tuberculosis State and zone
classification called “nonmodified
accredited.” The nonmodified
accredited classification is a default
category for all States or zones that do
not qualify for accredited free,
accredited free (suspended), or modified
accredited. Currently, except for
nonmodified accredited, modified
accredited represents the highest
tuberculosis risk. Therefore, any State or
zone not meeting the minimum
standards for modified accredited is
classified as nonmodified accredited.
The current criteria for modified
accredited status are that the State or
zone comply with the UMR and have
had less than a 0.01 percent prevalence
of tuberculosis among all herds in the
State or zone for the most recent 2 years
(with up to 3 affected herds allowed
under certain conditions in States or
zones with fewer than 30,000 herds).
Currently, the only area that is classified
as nonmodified accredited is a zone in
the State of Michigan.

Under this proposal (proposed § 77.5
for cattle, bison, and goats; proposed
§ 77.20 for captive cervids), the
nonaccredited classification would not
cover as wide a risk range as the
nonmodified accredited classification
under the current regulations. Instead of
applying to all States and zones that do
not comply with the UMR or that have
more than a 0.01 tuberculosis herd
prevalence, as does the current
nonmodified accredited, it would apply
to all States and zones that do not
comply with the UMR or that have a
tuberculosis herd prevalence rate equal
to or in excess of 0.5 percent, since 0.5
percent is the level at which a State or
zone would cease to qualify for
accreditation preparatory status.

Because any State or zone classified
as nonaccredited would represent a
relatively high tuberculosis risk, we
believe it is necessary to impose
stringent restrictions on interstate
movement from such States or zones.
Therefore, we are proposing (proposed

§77.16 for cattle, bison, and goats;
proposed § 77.31 for captive cervids)
that no regulated animals may be moved
interstate from a nonaccredited State or
zone unless they are not known to be
infected with or exposed to tuberculosis
and they meet one of the following
conditions:

1. The animals are accompanied by a
certificate stating that they originated in
an accredited herd that has completed
the testing necessary for accredited
status with negative results within 1
year prior to the date of movement, and
that they have been classified negative
to an official tuberculin test conducted
within 60 days prior to the date of
movement for cattle, bison, and goats,
and within 90 days prior to movement
for captive cervids.

2. The animals are accompanied by
VS Form 1-27 and are moved interstate
in an officially sealed means of
conveyance directly to slaughter to an
approved slaughtering establishment.

Classification of States and Zones With
Regard to Cattle, Bison, and Goats

Under § 77.7 of this proposed rule for
cattle, bison, and goats, all States and
zones currently designated as accredited
free would retain that classification. In
addition, the State of New Mexico,
currently designated as modified
accredited, would be classified as
accredited free because New Mexico is
a State that has had no affected herds of
cattle, bison, or goats for the most recent
3 years and the Administrator has
determined that New Mexico has
conducted surveillance that
demonstrates that wildlife and livestock
herds other than cattle, bison, and goats
are not infected with tuberculosis.

Under § 77.9 of this proposed rule for
cattle, bison, and goats, the State of
Texas, currently designated as modified
accredited, would be classified as
modified accredited advanced. Texas
would qualify as modified accredited
advanced because it complies with the
UMR and, with a prevalence rate of
affected herds of approximately .0002
percent, has had a tuberculous herd
prevalence rate of less than 0.01 for the
most recent 2 years.

The smaller zone in the State of
Michigan, currently designated as
nonmodified accredited, would be
classified as modified accredited. (This
zone, described in § 77.11(b) of this
proposal with regard to cattle, bison,
and goats, is the same zone as that
delineated below with regard to captive
cervids.) The State of Michigan
complies with the UMR and, with a
total of four affected herds in the past
year, the zone is eligible for
consideration by the Administrator for

modified accredited status. Because we
believe the veterinary infrastructure in
the State could effectively detect and
respond to the presence of an affected
herd in the zone, and because of the
limited number of herds in the zone
(fewer than 600), it appears that
modified accredited status for the
smaller zone is warranted.

Classification of States and Zones With
Regard to Captive Cervids

Under this proposed rule, we are
classifying States and zones according
to their tuberculosis risk with regard to
captive cervids. We based the
classifications we are proposing on
preliminary information made available
to us by State officials. This preliminary
information enabled us to estimate the
prevalence of tuberculosis among
captive cervid herds in the States, and
to determine whether the State has the
authority to enforce and complies with
the UMR. However, in general, the
information we have received from
States to date has not enabled us to
document that a sufficient number of
herds of captive cervids in the State or
zone have been tested to ensure that
tuberculosis infection at a prevalence
level of 2 percent or more will be
detected with a confidence level of 95
percent. This level of confidence is
required by the regulations through its
inclusion in the UMR.

Therefore, although we are proposing
to classify States and zones according to
tuberculosis risk in captive cervids as
listed below, we wish to emphasize that,
following the public comment period on
this proposal, we will make final each
proposed classification only if we have
not received information demonstrating
that the proposed classification should
be other than that proposed, and if the
State in question has provided us with
the information necessary to document
that surveillance in the State or zone
meets the required standards. In order
for each State to know exactly what
information it will be required to
provide under the final rule, we will
allow a “grace” period for submission of
the necessary information following
publication of the final rule. We will not
make final any State or zone
classifications with regard to captive
cervids until each State has had 90 days
after publication of the final rule on the
general requirements for State risk
classification to submit the required
information.

We are proposing that States and
zones be classified for tuberculosis risk
in captive cervids as follows:

Accredited-free States and zones. In
proposed § 77.20, an accredited-free
State or zone for captive cervids is
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defined, with certain exceptions, as a
State or zone that is or is part of a State
that has the authority to enforce and
complies with the UMR, has zero
percent prevalence of affected captive
cervid herds, and has had no findings of
tuberculosis in any captive cervids in
the State or zone for the previous 5
years.

Based on the information available to
us, we believe the following States and
zones meet the conditions in the
preceding paragraph and, therefore, we
are proposing to classify them as
accredited free: Alaska, Colorado,
Hawaii, Idaho, Indiana, Louisiana,
Maine, Minnesota, Montana, Nebraska,
Nevada, New Hampshire, New York,
North Dakota, Oklahoma, Oregon, South
Carolina, South Dakota, Texas, Utah,
Vermont, Virginia, Washington,
Wyoming, and that part of Michigan
other than the zone described under
“Modified accredited States and zones,”
below.

Modified accredited advanced States
and zones. In proposed §77.20, a
modified accredited advanced State or
zone for captive cervids is defined, with
one exception, as a State or zone that is
or is part of a State that has the authority
to enforce and complies with the UMR,
and in which tuberculosis has been
prevalent in less than 0.01 percent of
the total number of herds of captive
cervids in the State or zone for the most
recent 2 years.

Based on the information available to
us, we believe the following States meet
the conditions in the preceding
paragraph and, therefore, we are
proposing to classify them as modified
accredited advanced: Arizona,
California, Florida, Georgia, Kansas,
Kentucky, Mississippi, Missouri, New
Jersey, North Carolina, Pennsylvania,
Tennessee, and Wisconsin.

Modified accredited States and zones.
In proposed § 77.20, a modified
accredited State or zone for captive
cervids is defined, with one exception,
as a State or zone that is or is part of
a State that has the authority to enforce
and complies with the UMR, and in
which tuberculosis has been prevalent
in less than 0.1 percent of the total
number of herds of captive cervids in
the State or zone for the most recent
year.

Based on the information available to
us, we believe the following zone meets
the conditions in the preceding
paragraph and, therefore, we are
proposing to classify it as modified
accredited: A zone in Michigan
delineated by starting at the juncture of
State Route 55 and Interstate 75, then
heading northwest and north along
Interstate 75 to the Straits of Mackinac,

then southeast and south along the
shoreline of Michigan to the eastern
terminus of State Route 55, then west
along State Route 55 to Interstate 75.

Accreditation preparatory States and
zones. In proposed § 77.20, an
accreditation preparatory State or zone
for captive cervids is defined as a State
or zone that is or is part of a State that
has the authority to enforce and
complies with the UMR, and in which
tuberculosis is prevalent in less than 0.5
percent of the total number of herds of
captive cervids in the State or zone.

Based on the information available to
us, we believe the following States meet
the conditions in the preceding
paragraph and, therefore, we are
proposing to classify them as
accreditation preparatory: Alabama,
Arkansas, Connecticut, Delaware,
Ilinois, Iowa, Maryland, Massachusetts,
New Mexico, Ohio, Puerto Rico, Rhode
Island, the Virgin Islands of the United
States, and West Virginia.

Nonaccredited States and zones. In
proposed § 77.20, a nonaccredited State
or zone for captive cervids is defined as
a State or zone that is or is part of a State
that does not meet the standards of the
UMR or in which tuberculosis is
prevalent in 0.5 percent or more of the
total number of herds of captive cervids
in the State or zone.

Based on the information available to
us, we do not believe that any States or
zones meet the criteria for
nonaccredited status.

Captive Cervids From Unclassified
Herds

Under the current regulations, the
interstate movement requirements for
captive cervids are based on the status
of the herds the animals are part of. The
four categories of herds for captive
cervids under the current regulations
are accredited, qualified, monitored,
and unclassified. As noted above, we
are proposing to allow captive cervids to
be moved interstate according to the
applicable State or zone movement
requirements or the applicable
individual herd requirements,
whichever are less restrictive.

We are proposing however, to make a
change to the provisions governing the
movement from unclassified herds.
Under the current regulations, cervids
that are not known to be infected with
or exposed to tuberculosis and that are
from unclassified herds may be moved
interstate if the cervids have tested
negative to two official tuberculosis
tests conducted no less than 90 days
apart, provided the second test was
conducted within 90 days prior to the
date of movement.

Although we believe that the two tests
currently required for unclassified herds
are adequate to address the tuberculosis
risk in certain States, that testing
requirement would not adequately
address the risk posed by animals
moving from States or zones of
relatively higher risk—e.g., those States
or zones that would be classified as
accreditation preparatory or
nonaccredited with regard to captive
cervids.

Therefore, we are proposing to amend
the conditions for interstate movement
from unclassified herds (set forth in
§ 77.15 of the current regulations and
§ 77.38 of this proposed rule) to remove
the provision that captive cervids from
unclassified herds may move interstate
following two negative tests 90 days
apart. By removing this provision, we
would make cervids from an
unclassified herd subject to the
movement requirements for the State or
zone in which the herd is located.

Captive Cervids Moved for Exhibition

We are also proposing to amend the
interstate movement requirements for
captive cervids from a qualified herd in
order to address the movement of
cervids solely for exhibition. Under the
regulations, to be eligible for qualified
herd status, all captive cervids in the
herd eligible for testing must have tested
negative to an official tuberculosis test.
Additionally, a captive cervid moved
interstate from a qualified herd must be
accompanied by a certificate that states
that the cervid has tested negative to an
official tuberculosis test conducted
within 90 days prior to the date of
movement.

Certain cervids, however, are moved
interstate only for a limited period of
time for exhibition and do not
necessarily come into contact with other
livestock. If the cervids are from a
qualified herd, which means that they
have already been tested negative once,
and are kept isolated from other
livestock after they leave the premises of
origin, we believe they can be moved
interstate for a limited period of time for
exhibition with minimal risk of
transmitting tuberculosis.

Therefore, we are proposing in
§ 77.36(b)(4) that captive cervids from a
qualified herd moved interstate for the
purpose of exhibition only may be
moved without testing, provided they
are returned to the premises of origin no
more than 90 days after leaving the
premises, have no contact with other
livestock during movement and
exhibition, and are accompanied by a
certificate that includes a statement that
the captive cervid is from a qualified
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herd and will meet the requirements of
this paragraph.

Changes to Definitions

We are proposing to revise certain of
the definitions currently used in the
regulations in order to clarify our intent
regarding those definitions and to make
those that would be used regarding
cattle, bison, and goats consistent with
those that would be used regarding
captive cervids.

Certificate: Throughout the current
regulations for both cattle and bison and
captive cervids, the term “certificate” is
used a number of times. Our intent is to
apply the same definition to that term
wherever it is used in part 77.

Currently, there is a definition of
certificate in § 77.1 regarding cattle and
bison. Although there is currently no
definition of certificate in § 77.8
regarding captive cervids, there is a
description in § 77.9(c) of the
information that must be included on a
certificate. Certain of the information
included under the definition in § 77.1
is not included in the description in
§ 77.9(c). Our intent, however, is to
require that the basic information
supplied on a certificate regarding
captive cervids be the same as that
supplied regarding cattle, bison, and
goats. Therefore, we are moving the
definition of certificate from the current
cattle and bison definitions to revised
§ 77.2, which would include definitions
applicable to all of part 77. We would
define certificate to mean an official
document issued by an APHIS
representative, a State representative, or
an accredited veterinarian at the point
of origin of a shipment of livestock to
be moved under this part, which shows
the identification tag, tattoo, or
registration number or similar
identification of each animal to be
moved; the number, breed, sex, and
approximate age of the animals covered
by the document; the purpose for which
the animals are to be moved; the date
and place of issuance; the points of
origin and destination; the consignor
and the consignee; and which states that
the animal or animals identified on the
certificate meet the requirements of part

77.

Official seal. Both the current and
proposed regulations refer to means of
conveyance that are “officially sealed.”
There is no definition of officially
sealed in current § 77.8 regarding
captive cervids. The definition in
current § 77.1 regarding cattle and bison
reads “a seal issued by a State or APHIS
representative.” In 9 CFR part 78, which
contains the regulations dealing with
brucellosis in domestic livestock, there
is a definition of “official seal” that

more precisely clarifies our intent
regarding that term. Therefore, we are
proposing to use that definition in
proposed § 77.2 to apply to all of part
77. ““Official seal” as used in part 77
would mean a seal issued by a State or
APHIS representative, consisting of a
serially numbered, metal or plastic strip,
with a self-locking device on one end
and a slot on the other end, which forms
a loop when the ends are engaged and
that cannot be reused if opened, or a
serially numbered, self-locking button
that can be used for this purpose.

We are also proposing to revise the
definition of officially identified. That
term is currently used in the regulations
regarding cattle and bison and also in
this proposed rule regarding cattle,
bison, goats, and captive cervids. Under
the current regulations, an animal that
is officially identified is identified by
means of an official eartag, individual
tattoo, or individual hot brand. Our
intent with regard to such animals is
that they be identified so as to provide
unique identification of each animal, to
allow for traceback of an animal to its
source in the event of disease detection.
We are proposing to revise the
definition of officially identified to make
that intent clear.

Additionally, we are proposing to
revise the definition of captive cervid. In
summary, the current definition
includes all cervids raised or
maintained in captivity for the
production of meat and other
agricultural products, for sport, or for
exhibition. The current definition does
not cover wild cervids that are not
raised or maintained in captivity but
that are moved interstate, such as those
that are moved from one location to
another in order to establish or expand
a wild population in the destination
location. We believe that not applying
the regulations to the movement of such
cervids creates an unacceptable risk of
infected animals being transported
interstate. Therefore, we are proposing
to revise the definition of captive cervid
to include all cervids, including wild
cervids, that are moved interstate.

The current regulations with regard to
captive cervids include definitions of
official tuberculin tests. In these
definitions, reference is made to “PPD”
tuberculin. The acronym “PPD” stands
for “purified protein derivative.” To
make clear to the reader what we mean
by PPD, we are adding a definition of
purified protein derivative (PPD) to
mean protein extract from an M. bovis
culture that is resuspended in solution
at a standard concentration of 1 mg

rotein per 1 ml of solution.

Additionally, certain other terms are
used currently in both the provisions

regarding cattle and bison, and those
regarding captive cervids, but are
defined in only one of the two current
subparts in part 77. For consistency, we
are adding those definitions to the new
§77.2 to apply to all of part 77. Those
definitions that are applicable only to
cattle, bison, and goats, or to captive
cervids would be set forth in the subpart
that deals specifically with the animals
in question.

Executive Order 12866 and Regulatory
Flexibility Act

This proposed rule has been reviewed
under Executive Order 12866. The rule
has been determined to be not
significant for the purposes of Executive
Order 12866 and, therefore, has not
been reviewed by the Office of
Management and Budget.

Bovine tuberculosis is a
communicable disease of cattle, bison,
cervids and other species, including
humans, and results in losses in meat
and milk production and sterility among
infected animals. The Cooperative State-
Federal Tuberculosis Eradication
program has virtually eliminated bovine
tuberculosis from the Nation’s livestock
population. However, we believe
changes to the tuberculosis regulations
are needed to further the efforts toward
complete eradication.

Currently, the tuberculosis regulations
define State risk status levels for cattle
and bison. However, the status levels
provide only for three broadly drawn
classifications of risk, and two of the
classifications carry no restrictions on
the interstate movement of cattle and
bison not known to be infected with
tuberculosis. The regulations do not
provide status levels for captive cervids;
nor do they apply to goats. This
proposed rule would increase the
number of risk classifications, establish
risk classifications for States and zones
with regard to captive cervids, and
apply the regulations to goats. The
classification of a State or zone with
regard to cattle, bison, and goats would
not necessarily be the same as its
classification with regard to captive
cervids. Under this proposed rule, the
five possible risk classifications would
be accredited free, modified accredited
advanced, modified accredited,
accreditation preparatory, and
nonaccredited.

Cattle, Bison, and Goats

In 1998, the total number of cattle and
bison in the United States was
approximately 99.5 million, valued at
approximately $58.6 billion. That year,
there were 1,115,650 U.S. operations
with cattle and bison. Over 98.5 percent
of these operations had a gross cash
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value of less than $500,000. There were
63,806 goat producers in the United
States, who raised about 1.99 million
animals valued at approximately $74
million. These goat holdings vary in size
and degree of commercialization, with
many producers relying on other
sources of income. Most, if not all, goat
operations are relatively small and earn
less than $500,000.

The U.S. cattle industry plays a very
significant role in international trade. In
1998, the total earnings from exports of
live cattle, beef and veal were
approximately $ 2.6 billion. The U.S.
competitiveness in international
markets depends to a great degree upon
its reputation for producing high quality
animals, a reputation that would be
enhanced if bovine tuberculosis were
eradicated in this country. The product,
as well as purchasers’ perceptions of
quality, contributes to continued world
market acceptance. Thus, efforts to
maintain an effective tuberculosis
program, to clarify the regulations, and
to secure the health of the cattle
industry will continue to serve the best
economic interests of the Nation.

Currently, with regard to tuberculosis
State or zone classification for cattle,
bison, and goats, there are 47
accredited-free States, plus Puerto Rico
and the Virgin Islands of the United
States. As a result of this rule change,
one modified accredited State (New
Mexico) would become accredited free,
bringing the total to 48 States that are
entirely accredited free. A currently
modified accredited State (Texas) would
be classified as modified accredited
advanced. One State (Michigan) is
accredited free except for a single zone,
which is nonmodified accredited. The
zone in Michigan currently classified as
accredited free would retain that status,
and the zone in Michigan currently
classified as nonmodified accredited
would be classified as modified
accredited.

The primary difference among the
restrictions on interstate movement
from the different proposed
classifications is how many, if any,
tuberculin tests with negative results the
animal to be moved must undergo. The
same test is used for cattle, bison, goats,
and cervids and the cost of tuberculin
testing for an average-sized herd is $380.
The approximate per animal testing cost
is $4.30, compared to an average value
of approximately $600 for a head of
cattle, $1,500 for a bison, and $40 for a
goat.

Under this proposed rule, even
though the status of a zone in Michigan
would change, the testing requirements
for cattle and bison moved interstate
from that zone would be the same as

under the current regulations. For
Texas, the only change in testing
requirements for cattle and bison moved
interstate would be the addition of one
test for breeding animals. Additionally,
goats not from an accredited herd that
are to be moved interstate would have
to be tested once with negative results.

The cost of the required testing would
depend on the number of animals to be
moved interstate. Although we do not
know how many cattle, bison, and goats
are currently moved interstate from
Texas from herds that are not
accredited, the cost of a test per animal
under this proposed rule would be less
than 1 percent of the value of an average
head of cattle and an even smaller
percentage of the value of a bison.
Although the cost of a test for a goat
would constitute a greater percentage of
its value, the test requirement would
apply only to the fraction of animals
moved interstate, and of that number,
only to those animals not part of an
accredited herd.

Captive Cervids

We are also proposing to establish five
risk classifications for States and zones
with regard to captive cervids:
Accredited free, modified accredited
advanced, modified accredited,
accreditation preparatory, and
nonaccredited. According to the new
classification system, there would be 24
accredited-free States, 13 modified
accredited advanced States, 12
accreditation preparatory States (and
Puerto Rico and the Virgin Islands of the
United States), and one State that has a
modified accredited advanced zone and
an accredited-free zone. There are 4,239
known herds of captive cervids in the
United States, totaling about 165,200
cervids. The average market values of
deer and elk, which together constitute
virtually the entire population of
captive cervids, are $600 and $3,500
respectively.

The proposed accredited-free States
would account for approximately 77
percent of the known captive cervid
population, modified accredited
advanced for 11 percent, and
accreditation preparatory for less than .3
percent. The State with split status
would account for 12 percent. Fewer
than 10 percent of captive cervids are
moved interstate. Those not moved
interstate would not be subject to this
proposed rule. Under this proposed
rule, owners of captive cervids to be
moved interstate could move their
animals according to the less restrictive
of either the animals’ herd status under
the current regulations or the State or
zone status under this proposed rule.
Therefore, this proposed rule should

have no negative economic effects on
the owners of captive cervids. Owners
of herds that are not accredited but that
are located in accredited-free States or
zones could save the cost of one or two
tests per animal. The most that would
be saved per animal would be less than
2 percent of the value of each deer and
less than 1 percent of the value of each
elk.

Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this action will not
have a significant economic impact on
a substantial number of small entities.

Executive Order 12372

This program/activity is listed in the
Catalog of Federal Domestic Assistance
under No. 10.025 and is subject to
Executive Order 12372, which requires
intergovernmental consultation with
State and local officials. (See 7 CFR part
3015, subpart V.)

Executive Order 12988

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. If this proposed rule is
adopted: (1) All State and local laws and
regulations that are in conflict with this
rule will be prohibited; (2) no
retroactive effect will be given to this
rule; and (3) administrative proceedings
will not be required before parties may
file suit in court challenging this rule.

Paperwork Reduction Act

In accordance with section 3507 of
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.), the information
collection or recordkeeping
requirements included in this proposed
rule have been submitted for approval to
the Office of Management and Budget
(OMB). Please send written comments
to the Office of Information and
Regulatory Affairs, OMB, Attention:
Desk Officer for APHIS, Washington, DG
20503. Please state that your comments
refer to Docket No. 99-038—-1. Please
send a copy of your comments to: (1)
Docket No. 99-038—-1, Regulatory
Analysis and Development, PPD,
APHIS, suite 3C03, 4700 River Road
Unit 118, Riverdale, MD 20737-1238,
and (2) Clearance Officer, OCIO, USDA,
room 404-W, 14th Street and
Independence Avenue, SW.,
Washington, DC 20250. A comment to
OMB is best assured of having its full
effect if OMB receives it within 30 days
of publication of this proposed rule.

This proposed rule would establish
several new levels of tuberculosis risk
classifications to be applied to States
and zones within States, and would
classify States and zones according to
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their tuberculosis risk with regard to
captive cervids. Additionally, it would
specify that the regulations apply to
goats as well as to cattle, bison, and
captive cervids and increase the amount
of testing that must be done before
certain cattle, bison, and goats may be
moved interstate.

In order to qualify for and retain a
particular risk classification, a State or
zone would be required to file a report
with APHIS. Additionally, for
movement from any State or zone other
than accredited-free, certain animals to
be moved would have to be tested and,
in some cases, accompanied by a
certificate. If tuberculosis is diagnosed
in an animal not covered by the
regulations within any State or zone
other than one that is classified as
nonaccredited, and a risk assessment
conducted by APHIS determines that
the outbreak poses a tuberculosis risk to
livestock within the State or zone, the
State or zone must adopt a tuberculosis
management plan approved jointly by
the State animal health official and the
APHIS Administrator.

We are soliciting comments from the
public (as well as affected agencies)
concerning our proposed information
collection and recordkeeping
requirements. These comments will
help us:

(1) Evaluate whether the proposed
information collection is necessary for
the proper performance of our agency’s
functions, including whether the
information will have practical utility;

(2) Evaluate the accuracy of our
estimate of the burden of the proposed
information collection, including the
validity of the methodology and
assumptions used;

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

(4) Minimize the burden of the
information collection on those who are
to respond (such as through the use of
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology, e.g., permitting
electronic submission of responses).

Estimate of burden: Public reporting
burden for this collection of information
is estimated to average .30608 hours per
response.

Respondents: State animal health
authorities, including State
veterinarians and designated State
tuberculosis epidemiologists.

Estimated annual number of
respondents: 250.

Estimated annual number of
responses per respondent: 8.416.

Estimated annual number of
responses: 2,104.

Estimated total annual burden on
respondents: 644 hours.

Copies of this information collection
can be obtained from: Clearance Officer,
OCIO, USDA, room 404-W, 14th Street
and Independence Avenue, SW.,
Washington, DC 20250.

List of Subjects in 9 CFR Part 77

Animal diseases, Bison, Cattle,
Incorporation by reference, Reporting
and recordkeeping requirements,
Transportation, Tuberculosis.

Accordingly, we propose to revise 9
CFR part 77 to read as follows:

PART 77—TUBERCULOSIS

Subpart A—General Provisions

Sec.

77.1 Material incorporated by reference.

77.2  Definitions.

77.3 Tuberculosis classifications of States
and zones.

77.4 Application for and retention of zones.

Subpart B—Cattle, Bison, and Goats

77.5 Definitions.

77.6  Applicability of this subpart.

77.7 Accredited-free States or zones.

77.8 Interstate movement from accredited-
free States and zones.

77.9 Modified accredited advanced States
or zones.

77.10 Interstate movement from modified
accredited advanced States and zones.

77.11 Modified accredited States or zones.

77.12 Interstate movement from modified
accredited States and zones.

77.13 Accreditation preparatory States or
zones.

77.14 Interstate movement from
accreditation preparatory States and
zones.

77.15 Nonaccredited States or zones.

77.16 Interstate movement from
nonaccredited States and zones.

77.17 Interstate movement of cattle, bison,
and goats that are exposed, reactors, or
suspects, or from herds containing
suspects.

77.18 Other movements.

77.19 Cleaning and disinfection of
premises, conveyances, and materials.

Subpart C—Captive Cervids

77.20 Definitions.

77.21 Applicability of this subpart.

77.22 Accredited-free States or zones.

77.23 Interstate movement from accredited-
free States and zones.

77.24 Modified accredited advanced States
or zones.

77.25 Interstate movement from modified
accredited advanced States and zones.

77.26 Modified accredited States or zones.

77.27 Interstate movement from modified
accredited States and zones.

77.28 Accreditation preparatory States or
zones.

77.29 Interstate movement from
accreditation preparatory States and
zones.

77.30 Nonaccredited States or zones.

77.31 Interstate movement from
nonaccredited States and zones.

77.32 General restrictions.

77.33 Testing procedures for tuberculosis in
captive cervids.

77.34 Official tuberculosis tests.

77.35 Interstate movement from accredited
herds.

77.36 Interstate movement from qualified
herds.

77.37 Interstate movement from monitored
herds.

77.38 Interstate movement from herds that
are not accredited, qualified, or
monitored.

77.39 Other interstate movements.

77.40 Procedures for and interstate
movement to necropsy and slaughter.

Authority: 21 U.S.C. 111, 114, 114a, 115—

117, 120, 121, 134b, and 134f; 7 CFR 2.22,
2.80, and 371.2(d).

Subpart A—General Provisions

§77.1 Material incorporated by reference.

Uniform Methods and Rules—Bovine
Tuberculosis Eradication. The Uniform
Methods and Rules—Bovine
Tuberculosis Eradication, January 22,
1999, edition has been approved for
incorporation by reference into the Code
of Federal Regulations by the Director of
the Federal Register in accordance with
5 U.S.C. 552(a) and 1 CFR part 51.

(a) The procedures specified in the
Uniform Methods and Rules—Bovine
Tuberculosis Eradication, January 22,
1999, edition must be followed for the
interstate movement of certain animals
regulated under this part.

(b) Copies of the Uniform Methods
and Rules—Bovine Tuberculosis
Eradication:

(1) Are available for inspection at the
Office of the Federal Register Library,
800 North Capitol Street NW., Suite 700,
Washington, DC;

(2) Are available for inspection at the
APHIS reading room, room 1141, USDA
South Building, 14th Street and
Independence Avenue, SW.,
Washington, DC; or

(3) May be obtained from the National
Animal Health Programs, Veterinary
Services, APHIS, 4700 River Road Unit
43, Riverdale, MD 20737-1231.

§77.2 Definitions.

As used in this part, the following
terms shall have the meanings set forth
in this section except as otherwise
specified.

Accredited veterinarian. A
veterinarian approved by the
Administrator in accordance with the
provisions of part 161 of subchapter J to
perform functions specified in
subchapters B, C, and D of this chapter.

Administrator. The Administrator,
Animal and Plant Health Inspection
Service, or any person authorized to act
for the Administrator.
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Animal. All species of animals except
man, birds, or reptiles.

Animal and Plant Health Inspection
Service (APHIS). The Animal and Plant
Health Inspection Service of the United
States Department of Agriculture.

APHIS representative. An individual
employed by APHIS who is authorized
to perform the function involved.

Certificate. An official document
issued by an APHIS representative, a
State representative, or an accredited
veterinarian at the point of origin of a
shipment of livestock to be moved
under this part, which shows the
identification tag, tattoo, or registration
number or similar identification of each
animal to be moved; the number, breed,
sex, and approximate age of the animals
covered by the document; the purpose
for which the animals are to be moved;
the date and place of issuance; the
points of origin and destination; the
consignor and the consignee; and which
states that the animal or animals
identified on the certificate meet the
requirements of this part.

Cooperating State and Federal animal
health officials. The State and Federal
animal health officials responsible for
overseeing and implementing the
National Cooperative State/Federal
Bovine Tuberculosis Eradication
Program.

Depopulate. To destroy all livestock
in a herd by slaughter or by death
otherwise.

Designated tuberculosis
epidemiologist (DTE). A State or Federal
epidemiologist designated by the
Administrator to make decisions
concerning the use and interpretation of
diagnostic tests for tuberculosis and the
management of tuberculosis affected
herds.

Epidemiologic investigation. An
investigation that is conducted by a
State in conjunction with APHIS
representatives, in which an official test
for tuberculosis is conducted on all
livestock in any tuberculosis-affected
herd in a State or zone, as well as on
all livestock in any herd into which
livestock from the affected herd have
been moved.

Herd. Any group of livestock
maintained on common ground for any
purpose, or two or more groups of
livestock under common ownership or
supervision, geographically separated
but that have an interchange or
movement of livestock without regard to
health status, as determined by the
Administrator. (A group means one or
more animals.)

Interstate. From one State into or
through any other State.

Livestock. Cattle, bison, cervids,
swine, goats, and other hoofed animals

(such as llamas, alpacas, and antelope)
raised or maintained in captivity for the
production of meat and other products,
for sport, or for exhibition, as well as
previously free-ranging cervids that are
captured, identified, and moved
interstate.

Moved. Shipped, transported, or
otherwise moved, or delivered or
received for movement.

Moved directly. Moved without
stopping or unloading at livestock
assembly points of any type. Livestock
being moved directly may be unloaded
from the means of conveyance while en
route only if the animals are isolated so
that they cannot mingle with any
livestock other than those with which
they are being shipped.

Official eartag. An eartag approved by
the Administrator as providing unique
identification for each individual
animal by conforming to the alpha-
numeric National Uniform Eartagging
System.

Official seal. A seal issued by a State
or APHIS representative, consisting of a
serially numbered, metal or plastic strip,
with a self-locking device on one end
and a slot on the other end, which forms
a loop when the ends are engaged and
that cannot be reused if opened, or a
serially numbered, self-locking button
that can be used for this purpose.

Officially identified. Identified by
means of an official eartag or by means
of an individual tattoo or hot brand that
provides unique identification for each
animal.

Person. Any individual, corporation,
company, association, firm, partnership,
society, joint stock company, or other
legal entity.

State. Any State, territory, the District
of Columbia, or Puerto Rico.

State animal health official. The State
official responsible for livestock and
poultry disease control and eradication
programs.

State representative. A veterinarian or
other person employed in livestock
sanitary work of a State or a political
subdivision of a State and who is
authorized by such State or political
subdivision of a State to perform the
function involved under a
memorandum of understanding with
APHIS.

Transportation document. Any
document accompanying the interstate
movement of livestock, such as an
owner’s statement, manifest, switch
order, or vehicle record, on which is
stated the point from which the animals
are moved interstate, the destination of
the animals, the number of animals
covered by the document, and the name
and address of the owner or shipper.

Tuberculosis. The contagious,
infectious, and communicable disease
caused by Mycobacterium bovis. (Also
referred to as bovine tuberculosis.)

Zone. A defined geographic land area
identifiable by geological, political,
manmade, or surveyed boundaries, with
mechanisms of disease spread,
epidemiological characteristics, and the
ability to control the movement of
animals across the boundaries of the
zone taken into account.

§77.3 Tuberculosis classifications of
States and zones.

The Administrator shall classify each
State for tuberculosis in accordance
with this part. A zone composed of less
than an entire State will be given a
particular classification upon request of
the State only if the Administrator
determines that:

(a) The State meets the requirements
of this part for establishment of zones;

(b) The State has adopted and is
enforcing regulations that impose
restrictions on the intrastate movement
of cattle, bison, goats, and captive
cervids that are substantially the same
as those in place under this part for the
interstate movement of cattle, bison,
goats, and captive cervids; and

(c) The designation of part of a State
as a zone will otherwise be adequate to
prevent the interstate spread of
tuberculosis.

§77.4 Application for and retention of
zones.

(a) A State animal health official may
request at any time that the
Administrator designate part of a State
as having a different tuberculosis
classification under this part than the
rest of the State. The requested zones
must be delineated by the State animal
health authorities, subject to approval
by the Administrator. The request from
the State must demonstrate that the
State complies with the following
requirements:

(1) The State must have the legal and
financial resources to implement and
enforce a tuberculosis eradication
program and must have in place an
infrastructure, laws, and regulations that
require and ensure that State and
Federal animal health authorities are
notified of tuberculosis cases in
domestic livestock or outbreaks in
wildlife;

(2) The State in which the intended
zones are located must maintain, in
each intended zone, clinical and
epidemiological surveillance of animal
species at risk of tuberculosis at a rate
that allows detection of tuberculosis in
the overall population of livestock at a
2 percent prevalence rate with 95



11926

Federal Register/Vol. 65, No. 45/Tuesday, March 7, 2000/Proposed Rules

percent confidence. The designated
tuberculosis epidemiologist must review
reports of all testing for each zone
within the State within 30 days of the
testing; and

(3) The State must enter into a
memorandum of understanding with
APHIS in which the State agrees to
adhere to any conditions for zone
recognition particular to that request.

(b) Retention of APHIS recognition of
a zone is subject to annual review by the
Administrator. To retain recognition of
a zone, a State must continue to comply
with the requirements of paragraphs
(a)(1), (a)(2), and (a)(3) of this section
and must retain for 2 years all
certificates required under this part for
the movement of cattle, bison, goats,
and captive cervids.

Subpart B—Cattle, Bison, and Goats

§77.5 Definitions.

As used in this subpart B, the
following terms shall have the meanings
set forth in this section except as
otherwise specified.

Accreditation preparatory State or
zone. A State or zone that is or is part
of a State that has the authority to
enforce and complies with the
provisions of the ‘“Uniform Methods
and Rules—Bovine Tuberculosis
Eradication” and in which tuberculosis
is prevalent in less than 0.5 percent of
the total number of herds of cattle,
bison, and goats in the State or zone.

Accredited-free State or zone. A State
or zone that is or is part of a State that
has the authority to enforce and
complies with the provisions of the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication,” has zero
percent prevalence of affected cattle,
bison, and goat herds, and has had no
findings of tuberculosis in any cattle,
bison, or goats in the State or zone for
the previous 5 years. Except that: The
requirement of freedom from
tuberculosis is 2 years from the
depopulation of the last affected herd in
States or zones that were previously
accredited free and in which all herds
affected with tuberculosis were
depopulated, 3 years in all other States
or zones that have depopulated all
affected herds, and 3 years in States or
zones that have conducted surveillance
that demonstrates that other livestock
herds and wildlife are not at risk of
being infected with tuberculosis, as
determined by the Administrator based
on a risk assessment conducted by
APHIS.

Accredited herd. To establish or
maintain accredited herd status, the
herd owner must comply with all of the
provisions of the ‘“Uniform Methods

and Rules—Bovine Tuberculosis
Eradication” regarding accredited herds.
All cattle, bison, and goats in a herd
must be free from tuberculosis.

Affected herd. A herd in which
tuberculosis has been disclosed in any
cattle, bison, or goats by an official
tuberculin test or by postmortem
examination.

Approved feedlot. A confined area
approved jointly by the State animal
health official and the Administrator for
feeding cattle and bison for slaughter,
with no provisions for pasturing or
grazing.

Approved slaughtering establishment.
A slaughtering establishment operating
under the provisions of the Federal
Meat Inspection Act (21 U.S.C. 601 et
seq.) or a State-inspected slaughtering
establishment that has inspection by a
State inspector at the time of slaughter.

Cattle, bison, and goats not known to
be affected. All cattle, bison, and goats
except those originating from
tuberculosis affected herds or from
herds containing tuberculosis suspect
cattle, bison, or goats.

Department. The U.S. Department of
Agriculture (USDA).

Exposed cattle, bison, and goats.
Cattle, bison, and goats, except reactor
cattle, bison, and goats, that are part of
an affected herd.

Modified accredited State or zone. A
State or zone that is or is part of a State
that has the authority to enforce and
complies with the provisions of the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication” and in which
tuberculosis has been prevalent in less
than 0.1 percent of the total number of
herds of cattle, bison, and goats in the
State or zone for the most recent year.
Except that: The Administrator, upon
his or her review, may allow a State or
zone with fewer than 10,000 herds to
have up to 10 affected herds for the
most recent year, depending on the
veterinary infrastructure, livestock
demographics, and tuberculosis control
and eradication measures in the State or
zone.

Modified accredited advanced State
or zone. A State or zone that is or is part
of a State that has the authority to
enforce and complies with the
provisions of the “Uniform Methods
and Rules—Bovine Tuberculosis
Eradication” and in which tuberculosis
has been prevalent in less than 0.01
percent of the total number of herds of
cattle, bison, and goats in the State or
zone for each of the most recent 2 years.
Except that: The Administrator, upon
his or her review, may allow a State or
zone with fewer than 30,000 herds to
have up to 3 affected herds for each of
the most recent 2 years, depending on

the veterinary infrastructure, livestock
demographics, and tuberculosis control
and eradication measures in the State or
zone.

Negative cattle, bison, and goats.
Cattle, bison, and goats that are
classified negative for tuberculosis in
accordance with the “Uniform Methods
and Rules—Bovine Tuberculosis
Eradication,” based on the results of an
official tuberculin test.

Nonaccredited State or zone. A State
or zone that is or is part of a State that
does not meet the standards of the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication” or in which
tuberculosis is prevalent in 0.5 percent
or more of the total number of herds of
cattle, bison, and goats in the State or
zone.

Official tuberculin test. Any test for
tuberculosis conducted on cattle, bison,
or goats in accordance with the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication.”

Permit. An official document issued
for movement of cattle, bison, or goats
under this part by an APHIS
representative, State representative, or
an accredited veterinarian at the point
of origin of a shipment of cattle, bison,
or goats to be moved directly to
slaughter, that shows the tuberculosis
status of each animal (reactor, suspect,
or exposed), the eartag number of each
animal and the name of the owner of
such animal, the establishment to which
the animals are to be moved, the
purpose for which the animals are to be
moved, and that they are eligible for
such movement under the applicable
provisions of §§77.17 and 77.18.

Reactor cattle, bison, and goats.
Cattle, bison, and goats that are
classified as reactors for tuberculosis in
accordance with the “Uniform Methods
and Rules—Bovine Tuberculosis
Eradication.”

Suspect cattle, bison, and goats.
Cattle, bison, and goats that are
classified as suspects for tuberculosis in
accordance with the “Uniform Methods
and Rules—Bovine Tuberculosis
Eradication.”

Uniform Methods and Rules—Bovine
Tuberculosis Eradication. Uniform
methods and rules for eradicating
bovine tuberculosis in the United States,
approved by APHIS on January 22,
1999, which is incorporated by
reference at § 77.1.

Zero percent prevalence. No finding
of tuberculosis in any cattle, bison, or
goat herd in a State or zone.

§77.6 Applicability of this subpart.

All references in this subpart to the
tuberculosis status of States and zones
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pertain to such status for cattle, bison,
and goats only.

§77.7 Accredited-free States or zones.

(a) The following are accredited-free
States: Alabama, Alaska, Arizona,
Arkansas, California, Colorado,
Connecticut, Delaware, Florida, Georgia,
Hawaii, Idaho, Illinois, Indiana, Iowa,
Kansas, Kentucky, Louisiana, Maine,
Maryland, Massachusetts, Minnesota,
Mississippi, Missouri, Montana,
Nebraska, Nevada, New Hampshire,
New Jersey, New Mexico, New York,
North Carolina, North Dakota, Ohio,
Oklahoma, Oregon, Pennsylvania,
Puerto Rico, Rhode Island, South
Carolina, South Dakota, Tennessee,
Utah, Vermont, Virginia, the Virgin
Islands of the United States,
Washington, West Virginia, Wisconsin,
and Wyoming.

(b) The following are accredited-free
zones: A zone in Michigan consisting of
that part of the State outside the zone in
Michigan described in § 77.11(b).

(c) If an affected herd is detected in
a State or zone classified as accredited-
free, and the herd is depopulated and an
epidemiologic investigation is
completed within 90 days of the
detection of the affected herd with no
evidence of the spread of tuberculosis,
the State or zone may retain its
accredited-free status. If two or more
affected herds are detected in an
accredited-free State or zone within a
48-month period, the State or zone will
be removed from the list of accredited-
free States or zones and will be
reclassified as either modified
accredited advanced, modified
accredited, accreditation preparatory, or
nonaccredited.

(d) If any livestock other than cattle,
bison, or goats are included in a newly
assembled herd on a premises where a
tuberculous herd has been depopulated,
the State or zone must apply the herd
test requirements contained in the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication, January 22,
1999, edition,” which is incorporated by
reference at § 77.1, to those other
livestock in the same manner as to
cattle, bison, and goats. Failure to do so
will result in reclassification of the State
or zone as modified accredited
advanced.

(e) If tuberculosis is diagnosed within
an accredited-free State or zone in an
animal not specifically regulated by this
part and a risk assessment conducted by
APHIS determines that the outbreak
poses a tuberculosis risk to livestock
within the State or zone, the State or
zone must implement a tuberculosis
management plan, approved jointly by
the State animal health official and the

Administrator, within 6 months of the
diagnosis. The management plan must
include provisions for immediate
investigation of tuberculosis in
livestock, wildlife and animals held for
exhibition, the prevention of the spread
of the disease to other livestock, wildlife
and animals held for exhibition,
increased surveillance of tuberculosis in
wildlife and animals held for exhibition,
eradication of tuberculosis from
individual herds, a timeline for
tuberculosis eradication, and
performance standards by which to
measure yearly progress toward
eradication. If a State or zone does not
implement such a plan within the
required 6 months, the State or zone
will lose its accredited-free status and
will be reclassified as modified
accredited advanced.

(f) Accredited-free State or zone status
must be renewed annually. To qualify
for renewal of accredited-free State or
zone status, a State must submit an
annual report to APHIS certifying that
the State or zone within the State
complies with the provisions of the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication.” The report
must be submitted to APHIS each year
between October 1 and November 30.

§77.8 Interstate movement from
accredited-free States and zones.

Cattle, bison, or goats that originate in
an accredited-free State or zone may be
moved interstate without restriction.

§77.9 Modified accredited advanced
States or zones.

(a) The following are modified
accredited advanced States: Texas.

(b) The following are modified
accredited zones: None.

(c) If any livestock other than cattle,
bison, or goats are included in a newly
assembled herd on a premises where a
tuberculous herd has been depopulated,
the State or zone must apply the herd
test requirements contained in the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication, January 22,
1999, edition,” which is incorporated by
reference at § 77.1, for such newly
assembled herds to those other livestock
in the same manner as to cattle, bison,
and goats. Failure to do so will result in
the removal of the State or zone from
the list of modified accredited advanced
States or zones and its being reclassified
as modified accredited.

(d) If tuberculosis is diagnosed within
a modified accredited advanced State or
zone in an animal not specifically
regulated by this part and a risk
assessment conducted by APHIS
determines that the outbreak poses a
tuberculosis risk to livestock within the

State or zone, the State or zone must
implement a tuberculosis management
plan, approved jointly by the State
animal health official and the
Administrator, within 6 months of the
diagnosis. The management plan must
include provisions for immediate
investigation of tuberculosis in
livestock, wildlife and animals held for
exhibition, the prevention of the spread
of the disease to other livestock, wildlife
and animals held for exhibition,
increased surveillance of tuberculosis in
wildlife and animals held or exhibition,
eradication of tuberculosis from
individual herds, a timeline for
tuberculosis eradication, and
performance standards by which to
measure yearly progress toward
eradication. If a State or zone does not
implement such a plan within the
required 6 months, the State or zone
will be reclassified as modified
accredited.

(e) Modified accredited advanced
State or zone status must be renewed
annually. To qualify for renewal of a
modified accredited advanced State or
zone status, a State must submit an
annual report to APHIS certifying that
the State or zone complies with the
provisions of the ‘“Uniform Methods
and Rules—Bovine Tuberculosis
Eradication.” The report must be
submitted to APHIS each year between
October 1 and November 30.

(f) To qualify for accredited-free
status, a modified accredited advanced
State or zone must demonstrate to the
Administrator that it complies with the
provisions of the “Uniform Methods
and Rules—Bovine Tuberculosis
Eradication,” has zero percent
prevalence of affected cattle and bison
herds, and has had no findings of
tuberculosis in any cattle, bison, or
goats in the State or zone for the
previous 5 years. Except that: The
requirement of freedom from
tuberculosis is 2 years from the
depopulation of the last affected herd in
States or zones that were previously
accredited free and in which all herds
affected with tuberculosis were
depopulated, 3 years in all other States
or zones that have depopulated all
affected herds, and 3 years in States or
zones that have conducted surveillance
that demonstrates that other livestock
herds and wildlife are not at risk of
being infected with tuberculosis, as
determined by the Administrator based
on a risk assessment conducted by
APHIS.

§77.10 Interstate movement from modified

accredited advanced States and zones.
Cattle, bison, or goats that originate in

a modified accredited advanced State or
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zone, and that are not known to be
infected with or exposed to
tuberculosis, may be moved interstate
only under one of the following
conditions:

(a) The cattle, bison, or goats are
moved interstate directly to slaughter to
an approved slaughtering establishment.

(b) If the cattle or bison are steers or
spayed heifers, or are officially
identified sexually intact heifers moved
to an approved feedlot, they may be
moved interstate without restriction.

(c) Cattle, bison, or goats that are from
an accredited herd may be moved
interstate if they are accompanied by a
certificate stating that the accredited
herd has completed the testing
necessary for accredited status with
negative results within 1 year prior to
the date of movement.

(d) If the cattle, bison, or goats are
breeding animals that are not from an
accredited herd, they must be
accompanied by a certificate stating that
they have been classified negative to an
official tuberculin test conducted within
60 days prior to the date of movement.
All cattle, bison, and goats so moved
that are not individually identified by a
registration name and number must be
officially identified.

§77.11 Modified accredited States or
zones.

(a) The following are modified
accredited States: None.

(b) The following are modified
accredited zones: A zone in Michigan
delineated by starting at the juncture of
State Route 55 and Interstate 75, then
heading northwest and north along
Interstate 75 to the Straits of Mackinac,
then southeast and south along the
shoreline of Michigan to the eastern
terminus of State Route 55, then west
along State Route 55 to Interstate 75.

(c) If any livestock other than cattle,
bison, or goats are included in a newly
assembled herd on a premises where a
tuberculous herd has been depopulated,
the State or zone must apply the herd
test requirements contained in the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication, January 22,
1999, edition,” which is incorporated by
reference at § 77.1, for such newly
assembled herds to those other livestock
in the same manner as to cattle and
bison. Failure to do so will result in the
removal of the State or zone from the
list of modified accredited States or
zones and its being reclassified as
accreditation preparatory.

(d) If tuberculosis is diagnosed within
a modified accredited State or zone in
an animal not specifically regulated by
this part and a risk assessment
conducted by APHIS determines that

the outbreak poses a tuberculosis risk to
livestock within the State or zone, the
State or zone must implement a
tuberculosis management plan,
approved jointly by the State animal
health official and the Administrator,
within 6 months of the diagnosis. The
management plan must include
provisions for immediate investigation
of tuberculosis in livestock, wildlife and
animals held for exhibition, the
prevention of the spread of the disease
to other livestock, wildlife and animals
held for exhibition, increased
surveillance of tuberculosis in wildlife
and animals held for exhibition,
eradication of tuberculosis from
individual herds, a timeline for
tuberculosis eradication, and
performance standards by which to
measure yearly progress toward
eradication. If a State or zone does not
implement such a plan within the
required 6 months, the State or zone
will be reclassified as accreditation
preparatory.

(e) Modified accredited State or zone
status must be renewed annually. To
qualify for renewal of a modified
accredited State or zone status, a State
must submit an annual report to APHIS
certifying that the State or zone
complies with the provisions of the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication.” The report
must be submitted to APHIS each year
between October 1 and November 30.

(f) To qualify for modified accredited
advanced status, a modified accredited
State or zone must demonstrate to the
Administrator that it complies with the
provisions of the ‘“Uniform Methods
and Rules—Bovine Tuberculosis
Eradication” and that tuberculosis has
been prevalent in less than 0.01 percent
of the total number of herds of cattle,
bison, and goats in the State or zone for
the most recent 2 years. Except that: The
Administrator, upon his or her review,
may allow a State or zone with fewer
than 30,000 herds to have up to 3
affected herds for each of the most
recent 2 years, depending on the
veterinary infrastructure, livestock
demographics, and tuberculosis control
and eradication measures in the State or
zone.

§77.12 Interstate movement from modified
accredited States and zones.

Cattle, bison, or goats that originate in
a modified accredited State or zone, and
that are not known to be infected with
or exposed to tuberculosis, may be
moved interstate only under one of the
following conditions:

(a) The cattle, bison, or goats are
moved interstate directly to slaughter to
an approved slaughtering establishment.

(b) If the cattle or bison are steers or
spayed heifers, or are officially
identified sexually intact heifers moved
to an approved feedlot, they must be
accompanied by a certificate stating that
they have been classified negative to an
official tuberculin test conducted within
60 days prior to the date of movement.
All cattle and bison so moved that are
not individually identified by a
registration name and number must be
officially identified.

(c) Cattle, bison, or goats that are from
an accredited herd may be moved
interstate if they are accompanied by a
certificate stating that the accredited
herd has completed the testing
necessary for accredited status with
negative results within 1 year prior to
the date of movement.

(d) If the cattle, bison, or goats are
breeding animals that are not from an
accredited herd, they must be
accompanied by a certificate stating that
they have been classified negative to
two official tuberculin tests conducted
at least 60 days apart and no more than
6 months apart, with the second test
conducted within 60 days prior to the
date of movement. All cattle, bison, and
goats so moved that are not individually
identified by a registration name and
number must be officially identified.

§77.13 Accreditation preparatory States or
zones.

(a) The following are accreditation
preparatory States: None.

(b) The following are accreditation
preparatory zones: None.

(c) If any livestock other than cattle,
bison, or goats are included in a newly
assembled herd on a premises where a
tuberculous herd has been depopulated,
the State or zone must apply the herd
test requirements contained in the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication, January 22,
1999, edition,” which is incorporated by
reference at § 77.1, for such newly
assembled herds to those other livestock
in the same manner as to cattle and
bison. Failure to do so will result in the
removal of the State or zone from the
list of accreditation preparatory States
or zones and its being reclassified as
nonaccredited.

(d) If tuberculosis is diagnosed within
an accreditation preparatory State or
zone in an animal not specifically
regulated by this part and a risk
assessment conducted by APHIS
determines that the outbreak poses a
tuberculosis risk to livestock within the
State or zone, the State or zone must
implement a tuberculosis management
plan, approved jointly by the State
animal health official and the
Administrator, within 6 months of the
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diagnosis. The management plan must
include provisions for immediate
investigation of tuberculosis in
livestock, wildlife and animals held for
exhibition, the prevention of the spread
of the disease to other livestock, wildlife
and animals held for exhibition,
increased surveillance of tuberculosis in
wildlife and animals held for exhibition,
eradication of tuberculosis from
individual herds, a timeline for
tuberculosis eradication, and
performance standards by which to
measure yearly progress toward
eradication. If a State or zone does not
implement such a plan within the
required 6 months, the State or zone
will be reclassified as nonaccredited.
(e) Accreditation preparatory State or
zone status must be renewed annually.
To qualify for renewal of accreditation
preparatory State or zone status, a State
must submit an annual report to APHIS
certifying that the State or zone
complies with the provisions of the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication.” The report
must be submitted to APHIS each year
between October 1 and November 30.
(f) To qualify for modified accredited
status, an accreditation preparatory
State or zone must demonstrate to the
Administrator that it complies with the
provisions of the ‘“Uniform Methods
and Rules—Bovine Tuberculosis
Eradication” and that tuberculosis has
been prevalent in less than 0.1 percent
of the total number of herds of cattle,
bison, and goats in the State or zone for
the most recent year. Except that: The
Administrator, upon his or her review,
may allow a State or zone with fewer
than 10,000 herds to have up to 10
affected herds for the most recent year,
depending on the veterinary
infrastructure, livestock demographics,
and tuberculosis control and eradication
measures in the State or zone.

§77.14 Interstate movement from
accreditation preparatory States and zones.

Cattle, bison, or goats that originate in
an accreditation preparatory State or
zone, and that are not known to be
infected with or exposed to
tuberculosis, may be moved interstate
only under one of the following
conditions:

(a) The cattle, bison, or goats are
moved interstate for slaughter directly
to an approved slaughtering
establishment.

(b) If the cattle or bison are steers or
spayed heifers, or are officially
identified sexually intact heifers moved
to an approved feedlot, they must be
accompanied by a certificate stating that
they have been classified negative to
two official tuberculin tests conducted

at least 60 days apart and no more than
6 months apart, with the second test
conducted within 60 days prior to the
date of movement. All cattle and bison
so moved that are not individually
identified by a registration name and
number must be officially identified.
(c) Cattle, bison, or goats that are from
an accredited herd may be moved
interstate if they are accompanied by a
certificate stating that the accredited
herd has completed the testing
necessary for accredited status with
negative results within 1 year prior to
the date of movement, and that the
animals to be moved have been
classified negative to an official
tuberculin test conducted within 60
days prior to the date of movement. All
cattle, bison, and goats that are so
moved that are not individually
identified by a registration name and
number must be officially identified.
(d) If the cattle, bison, or goats are
breeding animals that are not from an
accredited herd, they must be
accompanied by a certificate stating that
they originated in a herd that has
undergone a tuberculosis herd test with
negative results conducted within 1 year
prior to the date of movement and that
the animals to be moved have been
classified negative to two additional
official tuberculin tests conducted at
least 60 days apart and no more than 6
months apart, with the second test
conducted within 60 days prior to the
date of movement. All cattle and bison
so moved that are not individually
identified by a registration name and
number must be officially identified.

8§77.15 Nonaccredited States or zones.

(a) The following are nonaccredited
States: None.

(b) The following are nonaccredited
zones: None.

(c) To qualify for accreditation
preparatory status, a nonaccredited
State or zone must demonstrate to the
Administrator that it complies with the
provisions of the “Uniform Methods
and Rules—Bovine Tuberculosis
Eradication” and that tuberculosis is
prevalent in less than 0.5 percent of the
total number of herds of cattle, bison,
and goats in the State or zone.

§77.16 Interstate movement from
nonaccredited States and zones.

Cattle, bison, or goats that originate in
a nonaccredited State or zone, and that
are not known to be infected with or
exposed to tuberculosis, may be moved
interstate only under one of the
following conditions:

(a) The cattle, bison, or goats are
accompanied by VS Form 1-27 and are
moved interstate for slaughter in an

officially sealed means of conveyance
directly to an approved slaughtering
establishment.

(b) The cattle, bison, or goats are from
an accredited herd and are accompanied
by a certificate stating that the
accredited herd has completed the
testing necessary for accredited status
with negative results within 1 year prior
to the date of movement, and that the
cattle, bison, and goats have been
classified negative to an official
tuberculin test conducted within 60
days prior to the date of movement.

§77.17 Interstate movement of cattle,
bison, and goats that are exposed, reactors,
or suspects, or from herds containing
suspects.

(a) Reactor cattle, bison, and goats.
Cattle, bison, or goats that have been
classified as reactor cattle, bison, or
goats may be moved interstate only if
they are moved directly to slaughter at
an approved slaughtering establishment
and only in accordance with the
following conditions:

(1) Reactor cattle, bison, and goats
must be individually identified by
attaching to the left ear an approved
metal eartag bearing a serial number and
the inscription “U.S. Reactor”, or a
similar State reactor tag, and must be:

(i) Branded with the letter “T,” at
least 5 by 5 centimeters (2 by 2 inches)
in size, high on the left hip near the
tailhead; or

(ii) Permanently identified with the
letters “TB” tattooed legibly in the left
ear and sprayed with yellow paint on
the left ear and either accompanied
directly to slaughter by an APHIS or
State representative or moved directly to
slaughter in vehicles closed with official
seals. Such official seals must be
applied and removed by an APHIS
representative, State representative,
accredited veterinarian, or an individual
authorized for this purpose by an APHIS
representative.

(2) The reactor cattle, bison, or goats
must be accompanied by a permit; and

(3) The reactor cattle, bison, or goats
may not be moved interstate in a means
of conveyance containing any animals
susceptible to tuberculosis unless all of
the animals are being moved directly to
slaughter; and

(4) Any person who moves reactor
cattle, bison, or goats interstate under
this paragraph must plainly write or
stamp upon the face of the
transportation document the words
“Tuberculin Reactor”” and the following
statement: “This conveyance must be
cleaned and disinfected in accordance
with 9 CFR 77.17(a)(5).”; and

(5) Each means of conveyance in
which reactor cattle, bison, or goats
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have been transported interstate under
this paragraph must be cleaned and
disinfected by the carrier, in accordance
with the provisions of §§71.6, 71.7, and
71.10 of this subchapter, under the
supervision of an APHIS representative
or State representative or an accredited
veterinarian or other person designated
by the Administrator. If, at the point
where the cattle, bison, or goats are
unloaded, such supervision or proper
cleaning and disinfecting facilities are
not available, and permission is
obtained from an APHIS representative
or State representative, the empty means
of conveyance may be moved to a
location where such supervision and
facilities are available for cleaning and
disinfecting. Permission will be granted
if such movement does not present a
risk of disseminating tuberculosis.

(b) Exposed cattle, bison, and goats.
Except for the movement of exposed
cattle to a quarantined feedlot in
accordance with §50.16 of this chapter,
exposed cattle, bison, or goats may be
moved interstate only if they are moved
directly to slaughter to an approved
slaughtering establishment and only in
accordance with the following
conditions:

(1) Exposed cattle, bison, and goats
must be individually identified by
attaching to either ear an approved
metal eartag bearing a serial number and
must be:

(i) Branded with the letter ““S,” at
least 5 by 5 centimeters (2 by 2 inches)
in size, high on the left hip near the
tailhead; or

(ii) Accompanied directly to slaughter
by an APHIS or State representative; or

(iii) Moved directly to slaughter in
vehicles closed with official seals. Such
official seals must be applied and
removed by an APHIS representative,
State representative, accredited
veterinarian, or an individual
authorized for this purpose by an APHIS
representative.

(2) The exposed cattle, bison, and
goats must be moved in accordance with
paragraphs (a)(2), (a)(3), and (a)(5) of
this section.

(c) Suspect cattle, bison, and goats.
Suspect cattle, bison, or goats from
herds in which no reactor cattle, bison,
or goats have been disclosed on an
official tuberculin test, as well as
negative cattle, bison or goats from such
herds, may be moved interstate only if
they are moved directly to slaughter to
an approved slaughtering establishment.

(Approved by the Office of
Management and Budget under control
number 0579-0051)

§77.18 Other movements.

The Administrator may, with the
concurrence of the livestock sanitary
official of the State of destination, upon
request in specific cases, allow the
interstate movement of cattle, bison, or
goats not otherwise provided for in this
part that have not been classified as
reactor cattle, bison, or goats and are not
otherwise known to be affected with
tuberculosis, under such conditions as
the Administrator may prescribe in each
specific case to prevent the spread of
tuberculosis. The Administrator shall
promptly notify the appropriate
livestock sanitary official of the State of
destination of any such action.

§77.19 Cleaning and disinfection of
premises, conveyances, and materials.

All conveyances and associated
equipment, premises, and structures
that are used for receiving, holding,
shipping, loading, unloading, and
delivering cattle, bison, or goats in
connection with their interstate
movement and that are determined by
cooperating State and Federal animal
health officials to be contaminated
because of occupation or use by
tuberculous or reactor livestock must be
cleaned and disinfected under the
supervision of the cooperating State or
Federal animal health officials. Such
cleaning and disinfecting must be done
in accordance with procedures
approved by the cooperating State or
Federal animal health officials. Cleaning
and disinfection must be completed
before the premises, conveyances, or
materials may again be used to convey,
hold, or in any way come in contact
with any livestock.

Subpart C—Captive Cervids

§77.20 Definitions.

As used in subpart C, the following
terms shall have the meanings set forth
in this section except as otherwise
specified.

Accreditation preparatory State or
zone. A State or zone that is or is part
of a State that has the authority to
enforce and complies with the
provisions of the “Uniform Methods
and Rules—Bovine Tuberculosis
Eradication” and in which tuberculosis
is prevalent in less than 0.5 percent of
the total number of herds of captive
cervids in the State or zone.

Accredited-free State or zone. A State
or zone that is or is part of a State that
has the authority to enforce and
complies with the provisions of the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication,” has zero
percent prevalence of affected captive
cervid herds, and has had no findings of

tuberculosis in any captive cervids in
the State or zone for the previous 5
years. Except that: The requirement of
freedom from tuberculosis is 2 years
from the depopulation of the last
affected herd in States or zones that
were previously accredited free and in
which all herds affected with
tuberculosis were depopulated, 3 years
in all other States or zones that have
depopulated all affected herds, and 3
years in States or zones that have
conducted surveillance that
demonstrates that other livestock herds
and wildlife are not at risk of being
infected with tuberculosis, as
determined by the Administrator based
on a risk assessment conducted by
APHIS.

Accredited herd. A herd of captive
cervids that has tested negative to at
least three consecutive official
tuberculosis tests of all eligible captive
cervids in accordance with § 77.33(f)
and that meets the standards set forth in
§ 77.35. The tests must be conducted at
9-15 month intervals.

Affected herd. A herd of captive
cervids that contains or that has
contained one or more captive cervids
infected with Mycobacterium bovis
(determined by bacterial isolation of M.
bovis) and that has not tested negative
to the three whole herd tests as
prescribed in § 77.39(d).

Blood tuberculosis (BTB) test. A
supplemental test for tuberculosis in
cervids.

Captive cervid. All species of deer,
elk, moose, and all other members of the
family Cervidae raised or maintained in
captivity for the production of meat and
other agricultural products, for sport, or
for exhibition, or any cervid (either wild
or raised or maintained in captivity) that
is moved interstate. A captive cervid
that escapes will continue to be
considered a captive cervid as long as it
bears an official eartag or other
identification approved by the
Administrator as unique and traceable
with which to trace the animal back to
its herd of origin.

Comparative cervical tuberculin
(CCT) test. The intradermal injection of
biologically balanced USDA bovine PPD
tuberculin and avian PPD tuberculin at
separate sites in the mid-cervical area to
determine the probable presence of
bovine tuberculosis (M. bovis) by
comparing the response of the two
tuberculins at 72 hours (plus or minus
6 hours) following injection.

Designated accredited veterinarian.
An accredited veterinarian who is
trained and approved by cooperating
State and Federal animal health officials
to conduct the single cervical tuberculin
(SCT) test on captive cervids.
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Exposed captive cervid. Any captive
cervid that has been exposed to
tuberculosis by reason of associating
with captive cervids, cattle, bison, or
other livestock from which M. bovis has
been isolated.

Modified accredited State or zone. A
State or zone that is or is part of a State
that has the authority to enforce and
complies with the provisions of the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication” and in which
tuberculosis has been prevalent in less
than 0.1 percent of the total number of
herds of captive cervids in the State or
zone for the most recent year. Except
that: The Administrator, upon his or her
review, may allow a State or zone with
fewer than 10,000 herds to have up to
10 affected herds for the most recent
year, depending on the veterinary
infrastructure, livestock demographics,
and tuberculosis control and eradication
measures in the State or zone.

Modified accredited advanced State
or zone. A State or zone that is or is part
of a State that has the authority to
enforce and complies with the
provisions of the ‘“‘Uniform Methods
and Rules—Bovine Tuberculosis
Eradication” and in which tuberculosis
has been prevalent in less than 0.01
percent of the total number of herds of
captive cervids in the State or zone for
the most recent 2 years. Except that: The
Administrator, upon his or her review,
may allow a State or zone with fewer
than 30,000 herds to have up to 3
affected herds for each of the most
recent 2 years, depending on the
veterinary infrastructure, livestock
demographics, and tuberculosis control
and eradication measures in the State or
zone.

Monitored herd. A herd on which
identification records are maintained on
captive cervids inspected for
tuberculosis at an approved slaughtering
establishment or an approved diagnostic
laboratory and on captive cervids tested
for tuberculosis in accordance with
interstate movement requirements, and
which meets the standards set forth in
§77.37.

Negative. Showing no response to the
SCT test or the CCT test, classified by
the testing laboratory as “avian” or
“negative” on the BTB test, or classified
negative for tuberculosis by the testing
veterinarian based upon history,
supplemental tests, examination of the
carcass, and histopathology and culture
of selected tissues.

No gross lesions (NGL). Having no
visible lesions indicative of bovine
tuberculosis detected upon necropsy or
slaughter inspection.

Nonaccredited State or zone. A State
or zone that is or is part of a State or

zone that does not meet the standards of
the “Uniform Methods and Rules—
Bovine Tuberculosis Eradication” or in
which tuberculosis is prevalent in 0.5
percent or more of the total number of
herds of captive cervids in the State or
zone.

Official tuberculosis test. Any of the
following tests for bovine tuberculosis
in captive cervids, applied and reported
in accordance with this part:

(1) The single cervical tuberculin
(SCT) test;

(2) The comparative cervical
tuberculin (CCT) test; and

(3) The blood tuberculosis (BTB) test.

Permit. An official document issued
by a representative of APHIS, a State
representative, or an accredited
veterinarian that must accompany any
reactor, suspect, or exposed captive
cervid moved interstate.

Purified protein derivative (PPD).
Protein extract from an M. bovis culture
that is resuspended in solution at a
standard concentration of 1 mg protein
per 1 ml of solution.

Qualified herd. A herd of captive
cervids that has tested negative to at
least one official tuberculosis test of all
eligible captive cervids (see § 77.33(f))
within the past 12 months and that is
not classified as an accredited herd.

Quarantine. Prohibition from
interstate movement, except for
slaughter or necropsy.

Reactor. Any captive cervid that
shows a response to the SCT test or the
CCT test, or is classified by the testing
laboratory as “M. bovis positive” on the
BTB test, and is classified a reactor by
the testing veterinarian; or any suspect
captive cervid that is classified a reactor
upon slaughter inspection or necropsy
after histopathology and/or culture of
selected tissues by the USDA or State
veterinarian performing or supervising
the slaughter inspection or necropsy.

Regular-kill slaughter animal. An
animal that is slaughtered for food or
any reason other than because of a
disease regulated under 9 CFR chapter
I (such as tuberculosis, brucellosis, or
any other livestock disease for which
movement of animals is restricted under
9 CFR chapter I).

Single cervical tuberculin (SCT) test.
The intradermal injection of 0.1 ml
(5,000 tuberculin units) of USDA PPD
bovis tuberculin in the mid-cervical area
with a reading by visual observation and
palpation at 72 hours (plus or minus 6
hours) following injection.

Suspect. Any captive cervid that is
not negative to the SCT test or the CCT
test, or that is classified by the testing
laboratory as equivocal on the BTB test,
and that is not classified as a reactor by
the testing veterinarian.

Tuberculin. A product that is
approved by and produced under USDA
license for injection into cervids and
other animals for the purpose of
detecting bovine tuberculosis.

Tuberculous. Having lesions
indicative of tuberculosis, infected with
tuberculosis based on isolation of M.
bovis, or being from a herd in which M.
bovis has been isolated.

USDA. The United States Department
of Agriculture.

Whole herd test. An official
tuberculosis test of all test eligible
animals in the herd.

Zero percent prevalence. No finding
of tuberculosis in any herd of captive
cervids in a State or zone.

§77.21 Applicability of this subpart.

All references in this subpart to the
tuberculosis status of States and zones
pertain to such status for captive
cervids.

§77.22 Accredited-free States or zones.

(a) The following are accredited-free
States: None.

(b) The following are accredited-free
zones: None.

(c) If an affected herd is detected in
a State or zone classified as accredited-
free, and the herd is depopulated and a
complete epidemiologic investigation is
completed within 120 days of the
detection of the affected herd with no
evidence of the spread of tuberculosis,
the State or zone may retain its
accredited-free status. If two or more
affected herds are detected in an
accredited-free State or zone within a
48-month period, the State or zone will
be removed from the list of accredited-
free States or zones and will be
reclassified as modified accredited
advanced.

(d) If any livestock other than captive
cervids are included in a newly
assembled herd on a premises where a
tuberculous herd has been depopulated,
the State or zone must apply the herd
test requirements contained in the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication, January 22,
1999 edition,” which is incorporated by
reference at § 77.1, to those other
livestock in the same manner as to
captive cervids. Failure to do so will
result in reclassification of the State or
zone as modified accredited advanced.

(e) If tuberculosis is diagnosed within
an accredited-free State or zone in an
animal not specifically regulated by this
part and a risk assessment conducted by
APHIS determines that the outbreak
poses a tuberculosis risk to livestock
within the State or zone, the State or
zone must implement a tuberculosis
management plan, approved jointly by
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the State animal health official and the
Administrator, within 6 months of the
diagnosis. The management plan must
include provisions for immediate
investigation of tuberculosis in
livestock, wildlife and animals held for
exhibition, the prevention of the spread
of the disease to other livestock, wildlife
and animals held for exhibition,
increased surveillance of tuberculosis in
wildlife and animals held for exhibition,
eradication of tuberculosis from
individual herds, a timeline for
tuberculosis eradication, and
performance standards by which to
measure yearly progress toward
eradication. If a State or zone does not
implement such a plan within the
required 6 months, the State or zone
will lose its accredited-free status and
will be reclassified as modified
accredited advanced.

(f) Accredited-free State or zone status
must be renewed annually. To qualify
for renewal of accredited-free State or
zone status, a State must submit an
annual report to APHIS certifying that
the State or zone within the State
complies with the provisions of the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication.” The report
must be submitted to APHIS each year
between October 1 and November 30.

§77.23 Interstate movement from
accredited-free States and zones.

Notwithstanding any other provisions
of this part, captive cervids that
originate in an accredited-free State or
zone may be moved interstate without
restriction.

8§77.24 Modified accredited advanced
States or zones.

(a) The following are modified
accredited advanced States: None.

(b) The following are modified
accredited advanced zones: None.

(c) If any livestock other than captive
cervids are included in a newly
assembled herd on a premises where a
tuberculous herd has been depopulated,
the State or zone must apply the herd
test requirements contained in the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication, January 22,
1999 edition,” which is incorporated by
reference at § 77.1, for such newly
assembled herds to those other livestock
in the same manner as to captive
cervids. Failure to do so will result in
the removal of the State or zone from
the list of modified accredited advanced
States or zones and its being reclassified
as modified accredited.

(d) If tuberculosis is diagnosed within
a modified accredited advanced State or
zone in an animal not specifically
regulated by this part and a risk

assessment conducted by APHIS
determines that the outbreak poses a
tuberculosis risk to livestock within the
State or zone, the State or zone must
implement a tuberculosis management
plan, approved jointly by the State
animal health official and the
Administrator, within 6 months of the
diagnosis. The management plan must
include provisions for immediate
investigation of tuberculosis in
livestock, wildlife and animals held for
exhibition, the prevention of the spread
of the disease to other livestock, wildlife
and animals held for exhibition,
increased surveillance of tuberculosis in
wildlife and animals held for exhibition,
eradication of tuberculosis from
individual herds, a timeline for
tuberculosis eradication, and
performance standards by which to
measure yearly progress toward
eradication. If a State or zone does not
implement such a plan within the
required 6 months, the State or zone
will be reclassified as modified
accredited.

(e) Modified accredited advanced
State or zone status must be renewed
annually. To qualify for renewal of a
modified accredited advanced State or
zone status, a State must submit an
annual report to APHIS certifying that
the State or zone complies with all the
provisions of the “Uniform Methods
and Rules—Bovine Tuberculosis
Eradication” regarding modified
accredited advanced States. The report
must be submitted to APHIS each year
between October 1 and November 30.

(f) To qualify for accredited-free
status, a modified accredited advanced
State or zone must demonstrate to the
Administrator that it complies with the
provisions of the “Uniform Methods
and Rules—Bovine Tuberculosis
Eradication,” has zero percent
prevalence of affected captive cervid
herds, and has had no findings of
tuberculosis in any captive cervids in
the State or zone for the previous 5
years. Except that: The requirement of
freedom from tuberculosis is 2 years
from the depopulation of the last
affected herd in States or zones that
were previously accredited-free and in
which all herds affected with
tuberculosis were depopulated, 3 years
in all other States or zones that have
depopulated all affected herds, and 3
years in States or zones that have
conducted surveillance that
demonstrates that other livestock herds
and wildlife are not at risk of being
infected with tuberculosis, as
determined by the Administrator based
on a risk assessment conducted by
APHIS.

§77.25 Interstate movement from modified
accredited advanced States and zones.

Captive cervids that originate in a
modified accredited advanced State or
zone, and that are not known to be
infected with or exposed to
tuberculosis, may be moved interstate
only under one of the following
conditions:

(a) The captive cervids are moved
interstate directly to slaughter to an
approved slaughtering establishment.

(b) Captive cervids that are from an
accredited herd may be moved interstate
if they are accompanied by a certificate
stating that the accredited herd has
completed the testing necessary for
accredited status with negative results
within 1 year prior to the date of
movement.

(c) If the captive cervids are breeding
animals that are not from an accredited
herd, they must be accompanied by a
certificate stating that they have been
classified negative to an official
tuberculin test conducted within 90
days prior to the date of movement. All
captive cervids so moved that are not
individually identified by a registration
name and number must be officially
identified.

§77.26 Modified accredited States or
zones.

(a) The following are modified
accredited States: Alabama, Alaska,
Arizona, Arkansas, California, Colorado,
Connecticut, Delaware, Florida, Georgia,
Hawaii, Idaho, Illinois, Indiana, Iowa,
Kansas, Kentucky, Louisiana, Maine,
Maryland, Massachusetts, Minnesota,
Mississippi, Missouri, Montana,
Nebraska, Nevada, New Hampshire,
New Jersey, New Mexico, New York,
North Carolina, North Dakota, Ohio,
Oklahoma, Oregon, Pennsylvania,
Puerto Rico, Rhode Island, South
Carolina, South Dakota, Tennessee,
Texas, Utah, Vermont, the Virgin
Islands of the United States, Virginia,
Washington, West Virginia, Wisconsin,
and Wyoming.

(b) The following are modified
accredited zones: A zone in Michigan
delineated by starting at the juncture of
State Route 55 and Interstate 75, then
heading northwest and north along
Interstate 75 to the Straits of Mackinac,
then southeast and south along the
shoreline of Michigan to the eastern
terminus of State Route 55, then west
along State Route 55 to Interstate 75;
and a zone consisting of the remainder
of Michigan.

(c) If any livestock other than captive
cervids are included in a newly
assembled herd on a premises where a
tuberculous herd has been depopulated,
the State or zone must apply the herd
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test requirements contained in the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication, January 22,
1999, edition,” which is incorporated by
reference at § 77.1, for such newly
assembled herds to those other livestock
in the same manner as to captive
cervids. Failure to do so will result in
the removal of the State or zone from
the list of modified accredited States or
zones and its being reclassified as
accreditation preparatory.

(d) If tuberculosis is diagnosed within
a modified accredited State or zone in
an animal not specifically regulated by
this part and a risk assessment
conducted by APHIS determines that
the outbreak poses a tuberculosis risk to
livestock within the State or zone, the
State or zone must implement a
tuberculosis management plan,
approved jointly by the State animal
health official and the Administrator,
within 6 months of the diagnosis. The
management plan must include
provisions for immediate investigation
of tuberculosis in livestock, wildlife and
animals held for exhibition, the
prevention of the spread of the disease
to other livestock, wildlife and animals
held for exhibition, increased
surveillance of tuberculosis in wildlife
and animals held for exhibition,
eradication of tuberculosis from
individual herds, a timeline for
tuberculosis eradication, and
performance standards by which to
measure yearly progress toward
eradication. If a State or zone does not
implement such a plan within the
required 6 months, the State or zone
will be reclassified as accreditation
preparatory.

(e) Modified accredited State or zone
status must be renewed annually. To
qualify for renewal of a modified
accredited State or zone status, a State
must submit an annual report to APHIS
certifying that the State or zone
complies with the provisions of the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication.” The report
must be submitted to APHIS each year
between October 1 and November 30.

(f) To qualify for modified accredited
advanced status, a modified accredited
State or zone must demonstrate to the
Administrator that it complies with the
provisions of the “Uniform Methods
and Rules—Bovine Tuberculosis
Eradication” and that tuberculosis has
been prevalent in less than 0.01 percent
of the total number of captive cervids in
the State or zone for the most recent 2
years. Except that: The Administrator,
upon his or her review, may allow a
State or zone with fewer than 30,000
herds to have up to 3 affected herds for
each of the most recent 2 years,

depending on the veterinary
infrastructure, livestock demographics,
and tuberculosis control and eradication
measures in the State or zone.

8§77.27 Interstate movement from modified
accredited States and zones.

Except for captive cervids from a
qualified herd or monitored herd, as
provided in §§ 77.36 and 77.37,
respectively, captive cervids that
originate in a modified accredited State
or zone, and that are not known to be
infected with or exposed to
tuberculosis, may be moved interstate
only under one of the following
conditions:

(a) The captive cervids are moved
interstate directly to slaughter to an
approved slaughtering establishment.

(b) Captive cervids that are from an
accredited herd may be moved interstate
if they are accompanied by a certificate
stating that the accredited herd has
completed the testing necessary for
accredited status with negative results
within 1 year prior to the date of
movement.

(c) If the captive cervids are breeding
animals that are not from an accredited
herd, they must be accompanied by a
certificate stating that they have been
classified negative to two official
tuberculin tests conducted at least 90
days apart and no more than 6 months
apart, with the second test conducted
within 90 days prior to the date of
movement. All captive cervids so
moved that are not individually
identified by a registration name and
number must be officially identified.

§77.28 Accreditation preparatory States or
zones.

(a) The following are accreditation
preparatory States: None. Alabama,
Arkansas, Connecticut, Delaware,
Illinois, Iowa, Maryland, Massachusetts,
New Mexico, Ohio, Puerto Rico, Rhode
Island, the Virgin Islands of the United
States, and West Virginia.

(b) The following are accreditation
preparatory zones: None.

(c) If any livestock other than captive
cervids are included in a newly
assembled herd on a premises where a
tuberculous herd has been depopulated,
the State or zone must apply the herd
test requirements contained in the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication, January 22,
1999, edition” which is incorporated by
reference at § 77.1, for such newly
assembled herds to those other livestock
in the same manner as to captive
cervids. Failure to do so will result in
the removal of the State or zone from
the list of accreditation preparatory

States or zones and its being reclassified
as nonaccredited.

(d) If tuberculosis is diagnosed within
an accreditation preparatory State or
zone in an animal not specifically
regulated by this part and a risk
assessment conducted by APHIS
determines that the outbreak poses a
tuberculosis risk to livestock within the
State or zone, the State or zone must
implement a tuberculosis management
plan, approved jointly by the State
animal health official and the
Administrator, within 6 months of the
diagnosis. The management plan must
include provisions for immediate
investigation of tuberculosis in
livestock, wildlife and animals held for
exhibition, the prevention of the spread
of the disease to other livestock, wildlife
and animals held for exhibition,
increased surveillance of tuberculosis in
wildlife and animals held for exhibition,
eradication of tuberculosis from
individual herds, a timeline for
tuberculosis eradication, and
performance standards by which to
measure yearly progress toward
eradication. If a State or zone does not
implement such a plan within the
required 6 months, the State or zone
will be reclassified as nonaccredited.

(e) Accreditation preparatory State or
zone status must be renewed annually.
To qualify for renewal of accreditation
preparatory State or zone status, a State
must submit an annual report to APHIS
certifying that the State or zone
complies with the provisions of the
“Uniform Methods and Rules—Bovine
Tuberculosis Eradication.” The report
must be submitted to APHIS each year
between October 1 and November 30.

(f) To qualify for modified accredited
status, an accreditation preparatory
State or zone must demonstrate to the
Administrator that it complies with the
provisions of the “Uniform Methods
and Rules—Bovine Tuberculosis
Eradication” and that tuberculosis has
been prevalent in less than 0.1 percent
of the total number of herds of captive
cervids in the State or zone for the most
recent year. Except that: The
Administrator, upon his or her review,
may allow a State or zone with fewer
than 10,000 herds to have up to 10
affected herds for the most recent year,
depending on the veterinary
infrastructure, livestock demographics,
and tuberculosis control and eradication
measures in the State or zone.

§77.29 Interstate movement from
accreditation preparatory States and zones.
Except for captive cervids from a
qualified herd or monitored herd, as
provided in §§77.36 and 77.37,
respectively, captive cervids that
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originate in an accreditation preparatory
State or zone, and that are not known

to be infected with or exposed to
tuberculosis, may be moved interstate
only under one of the following
conditions:

(a) The captive cervids are moved
interstate directly to slaughter to an
approved slaughtering establishment.

(b) Captive cervids that are from an
accredited herd may be moved interstate
if they are accompanied by a certificate
stating that the accredited herd has
completed the testing necessary for
accredited status with negative results
within 1 year prior to the date of
movement, and that the animals to be
moved have been classified negative to
an official tuberculin test conducted
within 90 days prior to the date of
movement. All captive cervids that are
so moved that are not individually
identified by a registration name and
number must be officially identified.

(c) If the captive cervids are breeding
animals that are not from an accredited
herd, they must be accompanied by a
certificate stating that they originated in
a herd that has undergone a tuberculosis
herd test with negative results
conducted within 1 year prior to the
date of movement, and that the animals
to be moved have been classified
negative to two additional official
tuberculin tests conducted at least 90
days apart and no more than 6 months
apart, with the second test conducted
within 90 days prior to the date of
movement. All captive cervids so
moved that are not individually
identified by a registration name and
number must be officially identified.

§77.30 Nonaccredited States or zones.

(a) The following are nonaccredited
States: None.

(b) The following are nonaccredited
zones: None.

(c) To qualify for accreditation
preparatory status, a nonaccredited
State or zone must demonstrate to the
Administrator that it complies with the
provisions of the ‘“Uniform Methods
and Rules—Bovine Tuberculosis
Eradication” and that tuberculosis is
prevalent in less than 0.5 percent of the
total number of herds of captive cervids
in the State or zone.

§77.31 Interstate movement from
nonaccredited States and zones.

(a) Except as provided in paragraphs
(b), (c), and (d) of this section, captive
cervids that originate in a nonaccredited
State or zone and that are not known to
be infected with or exposed to
tuberculosis may not be moved
interstate.

(b) If the captive cervids are from an
accredited herd, they may be moved
interstate if they are moved in an
officially sealed means of conveyance
accompanied by a certificate showing
that the captive cervids are from an
accredited herd that has completed the
testing necessary for accredited status
with negative results within 1 year prior
to the date of movement, and that they
have been classified negative to an
official tuberculin test conducted within
90 days prior to the date of movement.

(c) If the captive cervids are from a
qualified herd or a monitored herd, they
may be moved interstate if they meet the
conditions of § 77.36 for qualified herds
or § 77.37 for monitored herds.

(d) Captive cervids may be moved
interstate if they are accompanied by VS
Form 1-27 and are moved interstate in
an officially sealed means of
conveyance directly to slaughter to an
approved slaughtering establishment.

8§77.32 General restrictions.

(a) Except for movement from
accredited States and zones in
accordance with § 77.23, movement
from accredited herds in accordance
with § 77.35, and movement to slaughter
in accordance with §§ 77.25(a), 77.27(a),
77.29(a), and 77.31(d), no captive cervid
may be moved interstate unless it has
been tested using an official
tuberculosis test, and it is moved in
compliance with this part.

(b) No captive cervid with a response
to any official tuberculosis test is
eligible for interstate movement unless
the captive cervid subsequently tests
negative to a supplemental official
tuberculosis test or is moved interstate
directly to slaughter or necropsy in
accordance with § 77.40.

(c) Except for captive cervids moving
interstate under permit directly to
slaughter or necropsy under § 77.40,
each captive cervid or shipment of
captive cervids to be moved interstate
must be accompanied by a certificate
issued within 30 days of the movement
by a State or Federal animal health
official or an accredited veterinarian.

(d) Captive cervids in zoological parks
that have been accredited by the
American Zoo and Aquarium
Association (AZA) are exempt from the
regulations in this part when the captive
cervids are moved directly interstate
between AZA member facilities. Any
captive cervids moved interstate that are
not moved directly from an AZA
member facility to another AZA member
facility must be moved in accordance
with the regulations in this subpart.

§77.33 Testing procedures for
tuberculosis in captive cervids.

(a) Approved testers. Except as
explained in paragraphs (a)(1) and (a)(2)
of this section, official tuberculosis tests
may only be given by a veterinarian
employed by the State in which the test
is administered or by a veterinarian
employed by USDA.

(1) A designated accredited
veterinarian may conduct the SCT test,
except as provided in § 77.34(a)(2) and
§77.39(e) and (f).

(2) Any accredited veterinarian may
conduct the BTB test.

(b) Approved diagnostic laboratories.

(1) With one exception,
histopathology and culture results for
all tuberculosis diagnoses will be
accepted only from the National
Veterinary Services Laboratories (NVSL)
in Ames, lowa. The exception is that
results will be accepted from a
laboratory of the Food Safety and
Inspection Service, USDA, for tissue
examination of regular-kill slaughter
animals in those cases where no
submission is made to NVSL.

(2) The following laboratory is
approved to perform the BTB test: Texas
Veterinary Medical Center laboratory at
Texas A&M University in College
Station, Texas.

(c) Identification. Any captive cervid
tested with an official tuberculosis test
must bear official identification in the
form of an official eartag, or another
identification device or method
approved by the Administrator as
unique and traceable, at the time of the
official tuberculosis test. Use of any
identification device or method other
than an official eartag must first be
approved by the Administrator as
unique and traceable. Written requests
for approval must be sent to National
Animal Health Programs, VS, APHIS,
4700 River Road Unit 43, Riverdale, MD
20737-1231.

(d) Reporting of tests.

(1) SCT and CCT tests. For the SCT
and CCT tests, the testing veterinarian
must submit a report to cooperating
State and Federal animal health officials
of the State in which the captive cervid
is tested. The report must include the
following information for all SCT and
CCT tests administered: The number of
the individual eartag or other
identification approved by the
Administrator; the age, sex, and breed of
each captive cervid tested; a record of
all responses; the size of each response
for the CCT test; and the test
interpretation.

(2) BTB test. Copies of the BTB test
results must be submitted by the testing
laboratory to the person, firm, or
corporation responsible for the
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management of the herd, cooperating
State and Federal animal health officials
of the State in which the captive cervid
is tested, and the testing veterinarian.
The report must include the following
information for all BTB tests
administered: The number of the
individual eartag or other identification
approved by the Administrator; the age,
sex, and breed of each captive cervid
tested; the test interpretation, and a
summary of supporting data. Full
supporting data must be submitted by
the testing laboratory on a case-by-case
basis at the request of cooperating State
and Federal animal health officials.

(e) Test interpretation.

(1) Interpretation of an SCT test will
be based upon the judgment of the
testing veterinarian after observation
and palpation of the injection site, in
accordance with the classification
requirements described in § 77.34(a).

(2) Interpretation of a CCT test will be
in accordance with the classification
requirements described in § 77.34(b).

(3) Interpretation of a BTB test will be
in accordance with the patented
standards for the BTB test? and the
classification requirements described in
§77.34(c).

(f) Captive cervids eligible for testing.
Except as provided in § 77.35(a)(1) and
§77.36(a)(1), testing of herds for
individual herd classification must
include all captive cervids 1 year of age
or over and any captive cervids other
than natural additions (captive cervids
born into the herd) under 1 year of age.

§77.34 Official tuberculosis tests.

(a) Single cervical tuberculin (SCT)
test.

(1) The SCT test is the primary test to
be used in individual captive cervids
and in herds of unknown tuberculous
status. Each captive cervid that
responds to the SCT test must be
classified as a suspect until it is retested
with either the CCT test or the BTB test
and is either found negative for
tuberculosis or is classified as a reactor;
unless, with the exception of a
designated accredited veterinarian, the
testing veterinarian determines that the
captive cervid should be classified as a
reactor based on its response to the SCT
test. A designated accredited
veterinarian must classify a responding
captive cervid as a suspect, unless the
DTE determines, based on
epidemiological evidence, that the

1The patented standards for the BTB test may be
obtained from the Texas Veterinary Medial Center,
College of Veterinary Medicine, Texas A&M
University, College Sation, TX, or from the Deer
Research Laboratory, Department of Microbiology,
University of Otago, P.O. Box 56, Dunedin, New
Zealand.

captive cervid should be classified as a
reactor.

(2) The SCT test is the primary test to
be used in affected herds and in herds
that have received captive cervids from
an affected herd. When used with
affected herds or in herds that have
received captive cervids from an
affected herd, the SCT test may only be
administered by a veterinarian
employed by the State in which the test
is administered or employed by USDA.
In affected herds or herds that have
received captive cervids from an
affected herd, each captive cervid that
responds to the SCT test must be
classified as a reactor, unless the DTE
determines that the captive cervid
should be classified as a suspect
because of possible exposure to a
tuberculous animal.

(b) Comparative cervical tuberculin
(CCT) test.

(1) The CCT test is a supplemental
test that may only be used for retesting
captive cervids classified as suspects.
The CCT test may be used in affected
herds only after the herd has tested
negative to at least two whole herd SCT
tests and only with the prior written
consent of the DTE. The CCT test may
not be used as a primary test for herds
of unknown tuberculous status.

(2) A captive cervid tested with the
CCT test must be classified as negative
if it has a response to the bovine PPD
tuberculin that is less than 1 mm.

(3) Unless the testing veterinarian
determines that the captive cervid
should be classified as a reactor because
of possible exposure to a tuberculous
animal, a captive cervid tested with the
CCT test must be classified as a suspect
if:

(i) It has a response to the bovine PPD
tuberculin that is greater than 2 mm and
that is equal to the response to the avian
PPD tuberculin; or

(ii) It has a response to the bovine
PPD tuberculin that is equal to or greater
than 1 mm and equal to or less than 2
mm and that is equal to or greater than
the response to the avian PPD
tuberculin.

(4) A captive cervid tested with the
CCT test must be classified as a reactor
if:

(i) It has a response to the bovine PPD
tuberculin that is greater than 2 mm and
that is at least 0.5 mm greater than the
response to the avian PPD tuberculin; or

(ii) It has been classified as a suspect
on two successive CCT tests.

(iii) Any exceptions to reactor
classification under the conditions in
paragraphs (b)(4)(i) and (b)(4)(ii) of this
section must be justified by the testing
veterinarian in writing and have the
concurrence of the DTE.

(c) Blood tuberculosis (BTB) test.

(1) The BTB test is a supplemental
test that may be used in place of the
CCT test for retesting captive cervids
classified as suspects.

(2) Except as provided in § 77.39(e),
any captive cervid classified by the
testing laboratory as “‘equivocal” will be
classified as a suspect.

(3) Any captive cervid classified by
the testing laboratory as “M. bovis
positive” will be classified as a reactor.

(4) Any captive cervid classified by
the testing laboratory as “avian” or
“negative” will be considered negative
for tuberculosis.

(5) The owner of the captive cervid
tested is responsible for the cost of the
BTB test.

§77.35 Interstate movement from
accredited herds.

(a) Qualifications. To be recognized as
an accredited herd:

(1) All captive cervids in the herd
eligible for testing in accordance with
§ 77.33(f) must have tested negative to at
least three consecutive official
tuberculosis tests, conducted at 9-15
month intervals. However, captive
cervids under 1 year of age that are not
natural additions to the herd do not
have to be tested if they were born in
and originate from an accredited herd.

(2) The owner of the herd must have
a document issued by cooperating State
or Federal animal health officials stating
that the herd has met the requirements
in paragraph (a)(1) of this section and is
classified as an accredited herd.

(b) Movement allowed. Except as
provided in § 77.23 with regard to
captive cervids that originate in an
accredited-free State or zone, a captive
cervid from an accredited herd may be
moved interstate without further
tuberculosis testing only if it is
accompanied by a certificate, as
provided in § 77.32(c), that includes a
statement that the captive cervid is from
an accredited herd. If a group of captive
cervids from an accredited herd is being
moved interstate together to the same
destination, all captive cervids in the
group may be moved under one
certificate.

(c) Herd additions allowed. No
captive cervid may be added to an
accredited herd except in accordance
with paragraphs (c)(4) and (c)(5), and
either paragraph (c)(1), (c)(2), or (c)(3) of
this section, as follows:

(1) The captive cervid to be added
must be moved directly from an
accredited herd;

(2) The captive cervid to be added
must be moved directly from a qualified
or monitored herd and must have tested
negative to an official tuberculosis test
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conducted within 90 days prior to
movement to the premises of the
accredited herd. Any captive cervid
moved from a qualified or monitored
herd must also be isolated from all
members of the accredited herd until it
tests negative to an official tuberculosis
test conducted at least 90 days following
the date of arrival at the premises of the
accredited herd. If a group of captive
cervids is being moved together, the
entire group must be isolated from all
other livestock during the testing
period, but captive cervids in the group
need not be isolated from each other
during that period. Such herd additions
will not receive status as members of the
accredited herd for purposes of
interstate movement until they have
tested negative to an official
tuberculosis test and have been released
from isolation; or

(3) If the captive cervid to be added
is not being moved directly from a
classified herd, the captive cervid must
be isolated from all other members of
the herd of origin and must test negative
to two official tuberculosis tests. The
isolation must begin at the time of the
first official tuberculosis test. The tests
must be conducted at least 90 days
apart, and the second test must be
conducted within 90 days prior to
movement to the premises of the
accredited herd. The captive cervid
must also be isolated from all members
of the accredited herd until it tests
negative to an official tuberculosis test
conducted at least 90 days following the
date of arrival at the premises of the
accredited herd. If a group of captive
cervids is being moved together, the
entire group must be isolated from all
other animals during the testing period,
but captive cervids in the group need
not be isolated from each other during
that period. Such herd additions will
not receive status as members of the
accredited herd for purposes of
interstate movement until they have
tested negative to an official
tuberculosis test and have been released
from isolation.

(4) A captive cervid to be added must
not have been exposed during the 90
days prior to its movement to either:

(i) A captive cervid from a herd with
a lower classification status than its
own; or

(ii) Any tuberculous livestock.

(d) Maintenance of accredited herd
status. To maintain status as an
accredited herd, the herd must test
negative to an official tuberculosis test
within 21-27 months from the
anniversary date of the third
consecutive test with no evidence of
tuberculosis disclosed (that is, the test
on which the herd was recognized as

accredited or the accrediting test). Each
time the herd is tested for
reaccreditation, it must be tested 21-27
months from the anniversary date of the
accrediting test, not from the last date of
reaccreditation (for example, if a herd is
accredited on January 1 of a given year,
the anniversary date will be January 1
of every second year). Accredited herd
status is valid for 24 months (730 days)
from the anniversary date of the
accrediting test. If the herd is tested
between 24 and 27 months after the
anniversary date, its accredited herd
status will be suspended for the interim
between the anniversary date and the
reaccreditation test. During the
suspension period, the herd will be
considered ‘“‘unclassified”” and captive
cervids may be moved interstate from
the herd only in accordance the
movement requirements for the State or
zone in which the herd is located.

§77.36
herds.

Interstate movement from qualified

(a) Qualifications. To be recognized as
a qualified herd:

(1) All captive cervids in the herd
eligible for testing in accordance with
§ 77.33(f) must have tested negative to
one official tuberculosis test that was
administered to the herd within a 7-
month period. However, captive cervids
under 1 year of age that are not natural
additions do not have to be tested if
they were born in and originate from an
accredited, qualified, or monitored herd.

(2) The owner of the herd must have
a document issued by cooperating State
and Federal animal health officials
stating that the herd has met the
requirement in paragraph (a)(1) of this
section and is classified as a qualified
herd.

(b) Movement allowed. Except as
provided in § 77.23 with regard to
captive cervids that originate in an
accredited-free State or zone, a captive
cervid from a qualified herd may be
moved interstate only if:

(1) The captive cervid is not known to
be infected with or exposed to
tuberculosis; and

(2) The captive cervid is accompanied
by a certificate, as provided in
§77.32(c), that includes a statement that
the captive cervid is from a qualified
herd. Except as provided in paragraphs
(b)(3) and (b)(4) of this section, the
certificate must also state that the
captive cervid has tested negative to an
official tuberculosis test conducted
within 90 days prior to the date of
movement. If a group of captive cervids
from a qualified herd is being moved
interstate together to the same
destination, all captive cervids in the

group may be moved under one
certificate.

(3) Captive cervids under 1 year of age
that are natural additions to the
qualified herd or that were born in and
originate from a classified herd may
move without testing, provided that the
certificate accompanying them states
that the captive cervids are natural
additions to the qualified herd or were
born in and originated from a classified
herd and have not been exposed to
captive cervids from an unclassified
herd.

(4) Captive cervids being moved
interstate for the purpose of exhibition
only may be moved without testing,
provided they are returned to the
premises of origin no more than 90 days
after leaving the premises, have no
contact with other livestock during
movement and exhibition, and are
accompanied by a certificate that
includes a statement that the captive
cervid is from a qualified herd and will
otherwise meet the requirements of this
paragraph.

(c) Herd additions allowed. No
captive cervid may be added to a
qualified herd except in accordance
with paragraph (c)(4) and either
paragraph (c)(1), (c)(2), or (c)(3) of this
section, as follows:

(1) The captive cervid to be added
must be moved directly from an
accredited herd;

(2) The captive cervid to be added
must be moved directly from a qualified
or monitored herd and must have tested
negative to an official tuberculosis test
conducted within 90 days prior to
movement to the premises of the
accredited herd;

(3) If the captive cervid to be added
is not being moved directly from a
classified herd, the captive cervid must
be isolated from all other animals in its
herd of origin and must test negative to
two official tuberculosis tests prior to
movement. The isolation must begin at
the time of the first official tuberculosis
test. The tests must be conducted at
least 90 days apart, and the second test
must be conducted within 90 days prior
to movement to the premises of the
qualified herd. The captive cervid must
then be kept in insolation from all
animals until it tests negative to an
official tuberculosis test conducted at
least 90 days following the date of
arrival at the premises of the qualified
herd. If a group of captive cervids is
being moved together, the entire group
must be isolated from all other livestock
during the testing period, but captive
cervids in the group need not be
isolated from each other during that
period. Such herd additions will not
receive status as members of the
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qualified herd for purposes of interstate
movement until they have tested
negative to an official tuberculosis test
and been released from isolation.

(4) A captive cervid to be added must
not have been exposed during the 90
days prior to its movement to either:

(i) A captive cervid from a herd with
a lower classification status than its
own; or

(ii) Any tuberculous livestock.

(d) Maintenance of qualified herd
status. To maintain status as a qualified
herd, the herd must test negative to an
official tuberculosis test within 9-15
months from the anniversary date of the
first test with no evidence of
tuberculosis disclosed (this is the
qualifying test). Each time the herd is
retested for qualified status, it must be
tested 9—15 months from the
anniversary date of the qualifying test,
not from the last date of requalification
(for example, if a herd is qualified on
January 1 of a given year, the
anniversary date will be January 1 of
each consecutive year). Qualified herd
status remains in effect for 12 months
(365 days) following the anniversary
date of the qualifying test. Qualified
herd status will be suspended between
the anniversary date and the
requalifying test, if the herd is not tested
within 12 months. During the
suspension period, the herd will be
considered ‘“‘unclassified” and captive
cervids may be moved interstate from
the herd only in accordance with the
movement requirements for the State or
zone in which the herd is located.

§77.37 Interstate movement from
monitored herds.

(a) Qualifications. To be recognized as
a monitored herd:

(1) Identification records must be
maintained by the person, firm, or
corporation responsible for the
management of the herd for as long as
status as a monitored herd is desired.
Such records must be maintained on all
captive cervids in the herd that are
slaughtered, inspected, and found
negative for tuberculosis at an approved
slaughtering establishment or
necropsied at an approved diagnostic
laboratory. Identification records may
also include captive cervids from the
herd that tested negative for
tuberculosis in accordance with
requirements for interstate movement.
No less than one half of the captive
cervids on which records are kept must
be slaughter inspected; and

(2) A sufficient number of captive
cervids in the herd must be slaughter
inspected or tested for interstate
movement to ensure that tuberculosis
infection at a prevalence level of 2

percent or more will be detected with a
confidence level of 95 percent.2 A
maximum number of 178 captive
cervids must be slaughter inspected or
tested for interstate movement over a 3-
year period to meet this requirement.

(b) Movement allowed. Except as
provided in § 77.23 with regard to
captive cervids that originate in an
accredited-free State or zone, a captive
cervid from a monitored herd may be
moved interstate only if:

(1) The captive cervid is not known to
be infected with or exposed to
tuberculosis; and

(2) The captive cervid is accompanied
by a certificate, as provided in
§77.32(c), that includes a statement that
the captive cervid is from a monitored
herd. Except as provided in paragraph
(b)(3) of this section, the certificate must
also state that the captive cervid has
tested negative to an official
tuberculosis test conducted within 90
days prior to the date of movement. If
a group of captive cervids from a
monitored herd is being moved
interstate together to the same
destination, all captive cervids in the
group may be moved under one
certificate.

(3) Captive cervids under 1 year of age
that are natural additions to the
monitored herd or that were born in and
originate from a classified herd may
move without testing, provided that the
certificate accompanying them states
that the captive cervids are natural
additions to the monitored herd or were
born in and originated from a classified
herd and have not been exposed to
captive cervids from an unclassified
herd.

(c) Herd additions allowed. No
captive cervid may be added to a
monitored herd except in accordance
with paragraph (c)(4) and either
paragraph (c)(1), (c)(2), or (c)(3) of this
section, as follows:

(1) The captive cervid to be added
must be moved directly from an
accredited herd;

(2) The captive cervid to be added
must be moved directly from a qualified
or monitored herd and must have tested
negative to an official tuberculosis test
conducted within 90 days prior to
movement to the premises of the
monitored herd; or

(3) If the captive cervid to be added
is not being moved directly from a
classified herd, the captive cervid must

2 A chart showing the number of captive cervids
that must be slaughter inspected or tested for
interstate movement, depending on the size of a
heard, to meet this requirement may be obtained
from the National Animal Health Program staff,
Veterinary Services, APHIS, 4700 River Road Unit
43, Riverdale, MD 20737-1231.

be isolated from all other animals and
must test negative to two official
tuberculosis tests. The isolation must
begin at the time of the first official
tuberculosis test. The tests must be
conducted at least 90 days apart, and
the second test must be conducted
within 90 days prior to movement to the
premises of the monitored herd. The
captive cervid must then be kept in
isolation from all animals until it tests
negative to an official tuberculosis test
conducted at least 90 days following the
date it arrives at the premises of the
monitored herd. If a group of captive
cervids is being moved together, the
entire group must be isolated from all
other animals during the testing period,
but captive cervids in the group need
not be isolated from each other during
that period. Such herd additions will
not receive status as members of the
monitored herd for purposes of
interstate movement until they have
tested negative to an official
tuberculosis test and been released from
isolation.

(4) A captive cervid to be added must
not have been exposed during the 90
days prior to its movement to either:

(i) A captive cervid from a herd with
a lower classification status than its
own; or

(ii) Any tuberculous livestock.

(d) Maintenance of monitored herd
status. 