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applicability and legal effect, most of which
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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. FAA-2011-1062; Directorate
Identifier 2011-NM-038-AD; Amendment
39-16907; AD 2011-27-05]

RIN 2120-AA64

Airworthiness Directives; Saab AB,
Saab Aerosystems Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are superseding an
existing airworthiness directive (AD) for
all Saab AB, Saab Aerosystems Model
340A (SAAB/SF340A) and SAAB 340B
airplanes. That AD currently requires an
inspection of the main landing gear
(MLG) separation bolt harness for
broken wires and corroded connectors,
and corrective actions if necessary; and
for certain airplanes, a modification of
the MLG separation bolt’s electrical
harness. This new AD requires
replacement of the separation bolt
harness. This AD was prompted by
reports of broken wires and corroded
connectors in the SAAB 340 MLG
emergency release system. We are
issuing this AD to prevent improper
release of the MLG during an emergency
situation, possibly resulting in damage
to the airplane during landing and
injury to the occupants.

DATES: This AD becomes effective
February 7, 2012.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of February 7, 2012.

The Director of the Federal Register
approved the incorporation by reference
of certain other publications listed in
this AD as of July 29, 2004 (69 FR
35235, June 24, 2004).

ADDRESSES: You may examine the AD
docket on the Internet at http://www.
regulations.gov or in person at the U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE., Washington,
DC.

FOR FURTHER INFORMATION CONTACT:
Shahram Daneshmandi, Aerospace
Engineer, International Branch, ANM—
116, Transport Airplane Directorate,
FAA, 1601 Lind Avenue SW., Renton,
Washington 98057-3356; telephone
(425) 227-1112; fax (425) 227—1149.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on October 11, 2011 (76 FR
62656), and proposed to supersede AD
2004-12-03, Amendment 39-13662 (69
FR 35235, June 24, 2004). That NPRM
proposed to correct an unsafe condition
for the specified products. The MCAI
states:

In 2003, a number of reports had been
received concerning broken wires and
corroded connectors in the SAAB 340 main
landing gear (MLG) emergency release
system. The investigation results showed that
these were due to improper repairs and
installations, not conforming to the approved
type design.

This condition, if not corrected, could
inhibit the functioning of the separation bolt,
preventing proper release of the MLG during
an emergency situation, possibly resulting in
damage to aeroplane during landing and
injury to the occupants.

To address that unsafe condition, Swedish
AD (SAD) 1-186 was issued to require an
inspection and, depending on findings,
corrective action, in accordance with SAAB
Service Bulletin (SB) 340-32—-127.

Subsequently, Saab introduced a
modification to ensure correct functioning of
the MLG emergency release system.
Accomplishment of that modification (SAAB
SB 340-32-128) was made mandatory by
SAD 1-189 [which corresponds to FAA AD
2004-12—-03 Amendment 39-13662 (69 FR
35235, June 24, 2004)].

Since that [SAD] AD was issued, service
experience has shown that this modification
does not fully meet the expected results.

Prompted by these findings, SAAB has
developed an improved separation bolt
harness with a new routing.

For the reasons described above, this
[EASA] AD requires replacement of the

current separation bolt harness Part Number
(P/N) 7292520-678 with the improved unit,
P/N 7292520-691.

You may obtain further information by
examining the MCAI in the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the NPRM (76
FR 62656, October 11, 2011) or on the
determination of the cost to the public.

Conclusion

We reviewed the relevant data and
determined that air safety and the
public interest require adopting the AD
as proposed except for minor editorial
changes. We have determined that these
minor changes:

e Are consistent with the intent that
was proposed in the NPRM (76 FR
62656, October 11, 2011) for correcting
the unsafe condition; and

¢ Do not add any additional burden
upon the public than was already
proposed in the NPRM (76 FR 62656,
October 11, 2011).

Differences Between This AD and the
Mandatory Continuing Airworthiness
Information (MCAI) or Service
Information

This AD differs from the MCAI and/
or service information as follows:
Although the MCALI states not to install
a separation bolt having P/N 7292520-
678 on any airplane after modification
of the airplane, this AD states not to
install a separation bolt having P/N
7292520-678 on any airplane as of the
effective date of this AD.

Costs of Compliance

We estimate that this AD will affect
about 111 products of U.S. registry.

The actions that are required by AD
2004-12-03, Amendment 39-13662 (69
FR 35235, June 24, 2004), and retained
in this AD take about 6 work-hours per
product, at an average labor rate of $85
per work-hour. Required parts cost
about $1,475 per product. Based on
these figures, the estimated cost of the
currently required actions is 1,985 per
product.

We estimate that it will take about 10
work-hours per product to comply with
the new basic requirements of this AD.
The average labor rate is $85 per work-
hour. Required parts will cost about
$1,790 per product. Where the service
information lists required parts costs
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that are covered under warranty, we
have assumed that there will be no
charge for these parts. As we do not
control warranty coverage for affected
parties, some parties may incur costs
higher than estimated here. Based on
these figures, we estimate the cost of
this AD to the U.S. operators to be
$96,140, or $2,640 per product.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.”” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD 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.

For the reasons discussed above, I
certify this AD:

1. Is not a ’significant regulatory
action”” under Executive Order 12866;

2. Is not a "’significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,

on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation of
the estimated costs to comply with this
AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM (76 FR 62656,
October 11, 2011), the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by
removing Amendment 39-13662 (69 FR
35235, June 24, 2004) and adding the
following new AD:

2011-27-05 Saab AB, Saab Aerosystems:
Amendment 39-16907. Docket No.
FAA-2011-1062; Directorate Identifier
2011-NM-038—-AD.

(a) Effective Date

This airworthiness directive (AD) becomes
effective February 7, 2012.

TABLE 1—PRIOR/CONCURRENT ACTIONS

(b) Affected ADs

This AD supersedes AD 2004-12-03,
Amendment 39-13662 (69 FR 35235, June
24, 2004).

(c) Applicability
This AD applies to Saab AB, Saab
Aerosystems Model 340A (SAAB/SF340A)

and SAAB 340B airplanes, all serial numbers,
certificated in any category.

(d) Subject

Air Transport Association (ATA) of
America Code 32: Landing gear.

(e) Reason

This AD was prompted by reports of
broken wires and corroded connectors in the
SAAB 340 MLG emergency release system.
We are issuing this AD to prevent improper
release of the MLG during an emergency
situation, possibly resulting in damage to the
airplane during landing and injury to the
occupants.

(f) Compliance

You are responsible for having the actions
required by this AD performed within the
compliance times specified, unless the
actions have already been done.

Restatement of Requirements of AD 2004-
12-03, Amendment 39-13662 (69 FR 35235,
JUNE 24, 2004), With Changes

(g) Inspection

Within 3 months after July 29, 2004 (the
effective date of AD 2004-12-03,
Amendment 39-13662 (69 FR 35235, June
24, 2004)), perform an inspection of the
MLG’s separation bolt harness for broken
wires and corroded connectors, and any
applicable corrective actions by doing all of
the actions, in accordance with the
Accomplishment Instructions of Saab Service
Bulletin 340-32-127, dated December 18,
2002; or Revision 01, dated January 23, 2003.
Perform the inspection/corrective actions in
accordance with Saab Service Bulletin 340-
32—-127, dated December 18, 2002; or
Revision 01, dated January 23, 2003. Perform
any applicable corrective actions before
further flight.

(h) Concurrent Service Bulletins

For Model SAAB SF340A series airplanes:
Within 12 months after July 29, 2004, do the
actions specified in table 1 of this AD, as
applicable.

For airplanes with serial
numbers—

Accomplish all actions associated with—

According to the accomplishment instructions of—

004 through 108 inclusive ....

004 through 078 inclusive ....

Modifying the MLG separation bolt’s electrical harness

Modifying the MLG separation bolt’s electrical harness

Saab Service Bulletin 340-32-041, Revision 01, dated
October 9, 1987.

Saab Service Bulletin 340-32-028, Revision 01, dated
November 25, 1986.

(i) New Requirements of This AD

Within 12 months after the effective date
of this AD: Replace the separation bolt

harnesses having part number (P/N)
7292520-678 with separation bolt harnesses
having P/N 7292520-691, in accordance with
the Accomplishment Instructions of Saab

Service Bulletin 340-32-139, Revision 01,
dated November 1, 2010.
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(j) Parts Installation

As of the effective date of this AD, no
person may install a separation bolt harness
having P/N 7292520678, on any airplane.

(k) Credit for Actions Accomplished in
Accordance With Previous Service
Information

Actions done before the effective date of
this AD in accordance with Saab Service
Bulletin 340-32-139, dated January 12, 2010,
are acceptable for compliance with the
requirements of paragraph (i) of this AD.

(1) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOCs for this AD, if requested
using the procedures found in 14 CFR 39.19.
In accordance with 14 CFR 39.19, send your
request to your principal inspector or local
Flight Standards District Office, as
appropriate. If sending information directly
to the International Branch, send it to ATTN:
Shahram Daneshmandi, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue SW., Renton, Washington 98057—
3356; telephone (425) 227-1112; fax (425)
227-1149. Information may be emailed to:
9-ANM-116-AMOC-REQUESTS@faa.gov.
Before using any approved AMOGC, notify
your appropriate principal inspector, or
lacking a principal inspector, the manager of
the local flight standards district office/
certificate holding district office. The AMOC
approval letter must specifically reference
this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

(m) Related Information

Refer to MCAI EASA Airworthiness
Directive 2011-0003, dated January 17, 2011,
and the service information specified in
paragraphs (m)(1) through (m)(5) of this AD,
as applicable, for related information.

(1) Saab Service Bulletin 340-32-139,
Revision 01, dated November 1, 2010.

(2) Saab Service Bulletin 340-32-127,
dated December 18, 2002.

(3) Saab Service Bulletin 340-32-127,
Revision 01, dated January 23, 2003.

(4) Saab Service Bulletin 340-32-041,
Revision 01, dated October 9, 1987.

(5) Saab Service Bulletin 340-32-028,
Revision 01, dated November 25, 1986.

(n) Material Incorporated by Reference

(1) You must use the following service
information to do the actions required by this
AD, unless the AD specifies otherwise. The
Director of the Federal Register approved the
incorporation by reference (IBR) of the
following service information under 5 U.S.C.

552(a) and 1 CFR part 51 on the date
specified:

(i) Saab Service Bulletin 340-32-028,
Revision 01, dated November 25, 1986,
approved for IBR July 29, 2004 (69 FR 35235,
June 24, 2004).

(ii) Saab Service Bulletin 340-32—-041,
Revision 01, dated October 9, 1987, approved
for IBR July 29, 2004 (69 FR 35235, June 24,
2004).

(iii) Saab Service Bulletin 340-32-127,
dated December 18, 2002, approved for IBR
July 29, 2004 (69 FR 35235, June 24, 2004).

(iv) Saab Service Bulletin 340-32-127,
Revision 01, dated January 23, 2003,
approved for IBR July 29, 2004 (69 FR 35235,
June 24, 2004).

(v) Saab Service Bulletin 340-32—139,
Revision 01, dated November 1, 2010,
approved for IBR February 7, 2012.

(2) For service information identified in
this AD, contact Saab AB, Saab Aerosystems,
SE-581 88, Linkoping, Sweden; telephone
+46 13 18 5591; fax +46 13 18 4874; email
saab2000.techsupport@saabgroup.com;
Internet http://www.saabgroup.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
(425) 227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at an NARA facility, call (202) 741—
6030, or go to http://www.archives.gov/
federal_register/code_of federal_regulations/
ibr locations.html.

Issued in Renton, Washington, on
December 23, 2011.
John P. Piccola,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2011-33565 Filed 12-30-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-1061; Directorate
Identifier 2011-NM-053-AD; Amendment
39-16908; AD 2011-27-06]

RIN 2120-AA64

Airworthiness Directives; Dassault
Aviation Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for certain
Dassault Aviation Model FALCON 7X
airplanes equipped with certain ram air

turbine (RAT) transformer rectifier units
(TRUs). This AD was prompted by a
report of incorrect design of the TRU
part of the RAT system. This AD
requires replacing any affected RAT
TRU with a modified RAT TRU. We are
issuing this AD to prevent loose internal
wiring in the RAT generator, which
could result in degraded direct current
power to essential airplane systems
while the RAT is deployed, which could
adversely affect continued safe flight
and landing of the airplane.

DATES: This AD becomes effective
February 7, 2012.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of February 7, 2012.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT: Tom
Rodriguez, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue SW., Renton,
Washington 98057-3356; telephone
(425) 227-1137; fax (425) 227-1149.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on October 11, 2011 (76 FR
62671). That NPRM proposed to correct
an unsafe condition for the specified
products. The MCALI states:

The manufacturer of the Transformer
Rectifier Unit (TRU) part of the Ram Air
Turbine (RAT) system has identified an
incorrect design of the part.

The internal wiring that conducts the high
voltage alternative current from the RAT
generator may become loose due to
insufficient crimping of the wire and
contacts.

This condition, if not corrected, and if
occurring while the RAT is deployed, could
result in a degraded direct current power
which is distributed to essential aeroplane
systems and therefore aeroplane operations
might be impaired.

To address this unsafe condition, the
manufacturer of the RAT TRU has developed
an improved RAT TRU with a new Part
Number (P/N).

This [European Aviation Safety Agency
(EASA)] AD requires replacement of the
affected RAT TRU by a modified RAT TRU.

You may obtain further information by
examining the MCAI in the AD docket.


http://www.archives.gov/federal_register/code_of_federal_regulations/ibr_locations.html
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Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the NPRM (76
FR 62671, October 11, 2011) or on the
determination of the cost to the public.

Conclusion

We reviewed the relevant data and
determined that air safety and the
public interest require adopting the AD
as proposed—except for minor editorial
changes. We have determined that these
minor changes:

e Are consistent with the intent that
was proposed in the NPRM (76 FR
62671, October 11, 2011) for correcting
the unsafe condition; and

¢ Do not add any additional burden
upon the public than was already
proposed in the NPRM (76 FR 62671,
October 11, 2011).

Costs of Compliance

We estimate that this AD will affect
about 27 products of U.S. registry. We
also estimate that it will take about 13
work-hours per product to comply with
the basic requirements of this AD. The
average labor rate is $85 per work-hour.
Required parts will cost about $16,310
per product. Where the service
information lists required parts costs
that are covered under warranty, we
have assumed that there will be no
charge for these parts. As we do not
control warranty coverage for affected
parties, some parties may incur costs
higher than estimated here. Based on
these figures, we estimate the cost of the
AD on U.S. operators to be $470,205, or
$17,415 per product.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD 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.

For the reasons discussed above, I
certify this AD:

1. Is not a "significant regulatory
action” under Executive Order 12866;

2. Is not a "significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM (76 FR 62671,
October 11, 2011), the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2011-27-06 Dassault Aviation:
Amendment 39-16908. Docket No.
FAA-2011-1061; Directorate Identifier
2011-NM-053—-AD.

(a) Effective Date

This airworthiness directive (AD) becomes
effective February 7, 2012.

(b) Affected ADs

None.
(c) Applicability

This AD applies to Dassault Aviation
Model FALCON 7X airplanes, all serial
numbers, certificated in any category;
equipped with any ram air turbine (RAT)

transformer rectifier unit (TRU) having part
number (P/N) 5913703.

(d) Subject

Air Transport Association (ATA) of
America Code 24: Electrical Power.

(e) Reason

This AD was prompted by a report of
incorrect design of the transformer rectifier
unit (TRU) part of the ram air turbine (RAT)
system. The Federal Aviation Administration
is issuing this AD to prevent loose internal
wiring in the RAT generator, which could
result in degraded direct current power to
essential airplane systems while the RAT is
deployed, which could adversely affect
continued safe flight and landing of the
airplane.

(f) Compliance

You are responsible for having the actions
required by this AD performed within the
compliance times specified, unless the
actions have already been done.

(g) Actions

Within 28 months after the effective date
of this AD, replace any RAT TRU having
P/N 5913703 with a RAT TRU having P/N
5915825, in accordance with the
Accomplishment Instructions of Dassault
Mandatory Service Bulletin 7X-163, dated
December 1, 2010.

(h) Parts Installation

As of the effective date of this AD, no
person may install any RAT TRU having
P/N 5913703, on any airplane.

(i) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
In accordance with 14 CFR 39.19, send your
request to your principal inspector or local
Flight Standards District Office, as
appropriate. If sending information directly
to the International Branch, send it to ATTN:
Tom Rodriguez, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue SW., Renton, Washington 98057—
3356; telephone (425) 227-1137; fax (425)
227-1149. Information may be emailed to:
9-ANM-116-AMOC-REQUESTS@faa.gov.
Before using any approved AMOC, notify
your appropriate principal inspector, or
lacking a principal inspector, the manager of
the local flight standards district office/
certificate holding district office. The AMOC
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approval letter must specifically reference
this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

(j) Related Information

Refer to MCAI European Aviation Safety
Agency Airworthiness Directive 2011-0008,
dated January 18, 2011; and Dassault
Mandatory Service Bulletin 7X-163, dated
December 1, 2010; for related information.

(k) Material Incorporated by Reference

(1) You must use the following service
information to do the actions required by this
AD, unless the AD specifies otherwise. The
Director of the Federal Register approved the
incorporation by reference (IBR) of the
following service information under 5 U.S.C.
552(a) and 1 CFR part 51:

(i) Dassault Mandatory Service Bulletin
7X-163, dated December 1, 2010.

(2) For service information identified in
this AD, contact Dassault Falcon Jet, P.O. Box
2000, South Hackensack, New Jersey 07606;
telephone (201) 440-6700; Internet http://
www.dassaultfalcon.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
(425) 227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at an NARA facility, call (202) 741—
6030, or go to http://www.archives.gov/
federal register/code of federal regulations/
ibr locations.html.

Issued in Renton, Washington, on
December 23, 2011.
John P. Piccola,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2011-33569 Filed 12—30-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2011-0866; Airspace
Docket No. 11-AAL-15]

Amendment of Class E Airspace;
Kipnuk, AK

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action modifies Class E
airspace at Kipnuk, AK. The revision of
two standard instrument approach
procedures at the Kipnuk Airport has
made this action necessary to enhance
safety and management of Instrument
Flight Rules (IFR) operations.

DATES: Effective date, 0901 UTC, April
5, 2012. The Director of the Federal
Register approves this incorporation by
reference action under 1 CFR part 51,
subject to the annual revision of FAA
Order 7400.9 and publication of
conforming amendments.

FOR FURTHER INFORMATION CONTACT:
Jeanette Roller, Federal Aviation
Administration, Operations Support
Group, Western Service Center, 1601
Lind Avenue SW., Renton, WA 98057;
telephone (425) 203—4541.

SUPPLEMENTARY INFORMATION:

History

On August 31, 2011, the FAA
published in the Federal Register a
notice of proposed rulemaking (NPRM)
to amend controlled airspace at Kipnuk,
AK (76 FR 54149). Interested parties
were invited to participate in this
rulemaking effort by submitting written
comments on the proposal to the FAA.
No comments were received.

Class E airspace designations are
published in paragraph 6005 of FAA
Order 7400.9V dated August 9, 2011,
and effective September 15, 2011, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designations
listed in this document will be
published subsequently in that Order.
Except for editorial changes, this rule is
the same as published in the NPRM.

The Rule

This action amends Title 14 Code of
Federal Regulations (14 CFR) part 71 by
modifying Class E airspace extending
upward from 700 feet above the surface,
at Kipnuk Airport, to accommodate IFR
aircraft executing the two revised
standard instrument approach
procedures at the airport. This action is
necessary for the safety and
management of IFR operations. The
portion of the airspace that lies further
than 12 miles offshore and overlaps
Norton Sound Low and Control 1234L
is being amended under a separate
rulemaking.

The FAA has determined 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 this rule, when promulgated,
will not have a significant economic
impact on a substantial number of small
entities under the criteria of the
Regulatory Flexibility Act. The FAA’s
authority to issue rules regarding
aviation safety is found in Title 49 of the
U.S. Code. Subtitle 1, section 106
discusses the authority of the FAA
Administrator. Subtitle VII, Aviation
Programs, describes in more detail the
scope of the agency’s authority. This
rulemaking is promulgated under the
authority described in subtitle VII, part
A, subpart I, section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it modifies
controlled airspace at Kipnuk Airport,
Kipnuk, AK.

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,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 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.

§71.1 [Amended]

m 2. The incorporation by reference in

14 CFR 71.1 of the Federal Aviation
Administration Order 7400.9V, Airspace
Designations and Reporting Points,
dated August 9, 2011, and effective
September 15, 2011 is amended as
follows:

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

* * * * *

AAL AKE5 Kipnuk, AK [Modified]
Kipnuk Airport, AK
(Lat. 59°55’59” N., long. 164°01'50” W.)

That airspace extending upward from 700
feet above the surface within a 6.9-mile
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radius of the Kipnuk Airport, and that
airspace extending upward from 1,200 feet
above the surface within a 73-mile radius of
the Kipnuk Airport, excluding that area
outside 12 miles from the shoreline within
Norton Sound Low and Control 1234L.

Issued in Seattle, Washington, on
December 21, 2011.
William Buck,

Acting Manager, Operations Support Group,
Western Service Center.

[FR Doc. 2011-33570 Filed 12-30-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71
[Docket No. FAA-2011-0865; Airspace
Docket No. 11-AAL-14]

Amendment of Class E Airspace;
Galbraith Lake, AK

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

SUMMARY: This action modifies Class E
airspace at Galbraith Lake, AK. The
creation of two standard instrument
approach procedures at the Galbraith
Lake Airport has made this action
necessary to enhance safety and
management of Instrument Flight Rules
(IFR) operations.

DATES: Effective date, 0901 UTC, April
5, 2012. The Director of the Federal
Register approves this incorporation by
reference action under 1 CFR part 51,
subject to the annual revision of FAA
Order 7400.9 and publication of
conforming amendments.

FOR FURTHER INFORMATION CONTACT:
Jeanette Roller, Federal Aviation
Administration, Operations Support
Group, Western Service Center, 1601
Lind Avenue SW., Renton, WA, 98057;
telephone (425) 203—4541.
SUPPLEMENTARY INFORMATION:

History

On August 31, 2011, the FAA
published in the Federal Register a
notice of proposed rulemaking (NPRM)
to amend controlled airspace at
Galbraith Lake, AK (76 FR 54152).
Interested parties were invited to
participate in this rulemaking effort by
submitting written comments on the
proposal to the FAA. No comments
were received.

Class E airspace designations are
published in paragraph 6005 of FAA
Order 7400.9V dated August 9, 2011,
and effective September 15, 2011, which
is incorporated by reference in 14 CFR

71.1. The Class E airspace designations
listed in this document will be
published subsequently in that Order.
Except for editorial changes, this rule is
the same as published in the NPRM.

The Rule

This action amends Title 14 Code of
Federal Regulations (14 CFR) Part 71 by
modifying Class E airspace extending
upward from 700 feet above the surface,
at Galbraith Lake Airport, Galbraith, AK,
to accommodate IFR aircraft executing
the two new standard instrument
approach procedures at the airport. This
action is necessary for the safety and
management of IFR operations.

The FAA has determined 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 this rule, when promulgated,
will not have a significant economic
impact on a substantial number of small
entities under the criteria of the
Regulatory Flexibility Act. The FAA’s
authority to issue rules regarding
aviation safety is found in Title 49 of the
U.S. Code. Subtitle 1, section 106
discusses the authority of the FAA
Administrator. Subtitle VII, Aviation
Programs, describes in more detail the
scope of the agency’s authority. This
rulemaking is promulgated under the
authority described in subtitle VII, part
A, subpart I, section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it modifies
controlled airspace at Galbraith Lake
Airport, Galbraith Lake, AK.

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,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 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.

§71.1 [Amended]

m 2. The incorporation by reference in

14 CFR 71.1 of the Federal Aviation
Administration Order 7400.9V, Airspace
Designations and Reporting Points,
dated August 9, 2011, and effective
September 15, 2011 is amended as
follows:

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

* * * * *

AAL AK E5 Galbraith Lake, AK [Modified]
Galbraith Lake Airport, AK
(Lat. 68°28’47” N., long. 149°29'24” W.)

That airspace extending upward from 700
feet above the surface within a 9.5-mile
radius of Galbraith Lake Airport, and that
airspace extending upward from 1,200 feet
above the surface within a 62-mile radius of
Galbraith Lake Airport.

Issued in Seattle, Washington, on
December 21, 2011.
William Buck,

Acting Manager, Operations Support Group,
Western Service Center.

[FR Doc. 2011-33567 Filed 12—-30-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2011-0881; Airspace
Docket No. 11-AAL-18]

Amendment of Class E Airspace;
Kwigillingok, AK

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

SUMMARY: This action modifies Class E
airspace at Kwigillingok, AK. The
revision of two standard instrument
approach procedures at the
Kwigillingok Airport has made this
action necessary to enhance safety and
management of Instrument Flight Rules
(IFR) operations.

DATES: Effective date, 0901 UTC, April
5, 2012. The Director of the Federal
Register approves this incorporation by
reference action under 1 CFR part 51,
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subject to the annual revision of FAA
Order 7400.9 and publication of
conforming amendments.

FOR FURTHER INFORMATION CONTACT:
Jeanette Roller, Federal Aviation
Administration, Operations Support
Group, Western Service Center, 1601
Lind Avenue SW., Renton, WA 98057;
telephone (425) 203—4541.

SUPPLEMENTARY INFORMATION:
History

On August 31, 2011, the FAA
published in the Federal Register a
notice of proposed rulemaking (NPRM)
to amend controlled airspace at
Kwigillingok, AK (76 FR 54151).
Interested parties were invited to
participate in this rulemaking effort by
submitting written comments on the
proposal to the FAA. No comments
were received.

Class E airspace designations are
published in paragraph 6005 of FAA
Order 7400.9V dated August 9, 2011,
and effective September 15, 2011, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designations
listed in this document will be
published subsequently in that Order.
Except for editorial changes, this rule is
the same as published in the NPRM.

The Rule

This action amends Title 14 Code of
Federal Regulations (14 CFR) part 71 by
modifying Class E airspace extending
upward from 700 feet above the surface,
at Kwigillingok Airport, Kwigillingok,
AK, to accommodate IFR aircraft
executing the two revised standard
instrument approach procedures at the
airport. This action is necessary for the
safety and management of IFR
operations. The portion of the airspace
that lies further than 12 miles offshore
and overlaps Norton Sound Low will be
amended in a future rulemaking.

The FAA has determined 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 this rule, when promulgated,
will not have a significant economic
impact on a substantial number of small
entities under the criteria of the

Regulatory Flexibility Act. The FAA’s
authority to issue rules regarding
aviation safety is found in Title 49 of the
U.S. Code. Subtitle 1, section 106
discusses the authority of the FAA
Administrator. Subtitle VII, Aviation
Programs, describes in more detail the
scope of the agency’s authority. This
rulemaking is promulgated under the
authority described in subtitle VII, part
A, subpart I, section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it modifies
controlled airspace at Kwigillingok
Airport, Kwigillingok, AK.

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,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 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.

§71.1 [Amended]

m 2. The incorporation by reference in

14 CFR 71.1 of the Federal Aviation
Administration Order 7400.9V, Airspace
Designations and Reporting Points,
dated August 9, 2011, and effective
September 15, 2011 is amended as
follows:

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

* * * * *

AAL AKE5 Kwigillingok, AK [Modified]
Kwigillingok Airport, AK

(Lat. 59°32’35” N, long. 163°10°07” W.)

That airspace extending upward from 700
feet above the surface within a 6.5-mile
radius of Kwigillingok Airport, and that
airspace extending upward from 1,200 feet
above the surface within a 74-mile radius of
Kwigillingok Airport, excluding that area
outside 12 miles from the shoreline that
overlies Norton Sound Low.

Issued in Seattle, Washington, on
December 21, 2011.

William Buck,

Acting Manager, Operations Support Group,
Western Service Center.

[FR Doc. 2011-33566 Filed 12—-30-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 606, 610, and 640

[Docket No. FDA-2003-N-0097] (Formerly
2003N-0211)

Revisions to Labeling Requirements
for Blood and Blood Components,
Including Source Plasma

AGENCY: Food and Drug Administration,
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is revising the
labeling requirements for blood and
blood components intended for use in
transfusion or for further manufacture
by combining, simplifying, and
updating specific regulations applicable
to labeling and circulars of information.
These requirements will facilitate the
use of a labeling system using machine-
readable information that would be
acceptable as a replacement for the
“ABC Codabar” system for the labeling
of blood and blood components. FDA is
taking this action as a part of its efforts
to comprehensively review and, as
necessary, revise its regulations,
policies, guidances, and procedures
related to the regulation of blood and
blood components. This final rule is
intended to help ensure the continued
safety of the blood supply and facilitate
consistency in labeling.

DATES: This rule is effective July 2,
2012.

FOR FURTHER INFORMATION CONTACT:
Benjamin Chacko, Center for Biologics
Evaluation and Research (HFM—-17),
Food and Drug Administration, 1401
Rockville Pike, Suite 200N, Rockville,
MD 20852-1448, (301) 827—6210.
SUPPLEMENTARY INFORMATION:

1. Introduction

A. Background

This rule represents FDA’s efforts to
revise the regulations for blood and
blood components. The rule
consolidates most labeling requirements
for blood and blood components,
including Source Plasma, into one
section of the Code of Federal
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Regulations (CFR). The rule also
updates the regulations applicable to
circulars of information.

In the Federal Register of July 30,
2003 (68 FR 44678), FDA published a
proposed rule that proposed revisions to
update requirements for storage and
shipment of blood and blood
components. FDA received numerous
comments in response to these
proposals, many of which opposed the
changes primarily due to economic
concerns. FDA has reviewed these
comments and appreciates the concerns
raised, and is currently reevaluating
these proposals. (See discussion in
section II.B of this document.)

B. Development of the International
Society of Blood Transfusion Code
(ISBT) 128

In the Federal Register of August 30,
1985 (50 FR 35472), we published a
notice of availability entitled “Guideline
for the Uniform Labeling of Blood and
Blood Components,” which described
the uniform container label for blood
and blood components and
recommended labels that incorporated
barcode symbology known as “ABC
Codabar.”

Because the “ABC Codabar” system
was becoming outdated, we asked the
Blood Products Advisory Committee
(BPAC), on March 23, 1995, whether
there was persuasive evidence for us to
allow conversion from “ABC Codabar”
to International Society of Blood
Transfusion Code 128 (ISBT 128),
according to the International Council
for Commonality in Blood Banking
Automation (ICCBBA) proposed
timetable. The BPAC voted in favor of
accepting the proposed timetable by
ICCBBA. The BPAC meeting transcript
also indicates the Department of
Defense’s and the blood industry’s,
including America’s Blood Centers’ and
AABB’s (formerly known as American
Association of Blood Banks), support of
the move to ISBT 128 for blood and
blood components for transfusion.

After the BPAC meeting, ICCBBA
developed and submitted to FDA a draft
standard entitled “United States
Industry Consensus Standard for the
Uniform Labeling of Blood and Blood
Components Using ISBT 128,” Version
1.2.0 (draft standard), recommending
that ISBT 128 replace “ABC Codabar.”
In the Federal Register of November 27,
1998 (63 FR 65600), we announced the
availability of the draft standard and
requested public comment on both the
use of ISBT 128 and timeframes for
implementation.

The ICCBBA revised the draft
standard in response to public comment
and submitted to FDA a revised draft

standard entitled “United States
Industry Consensus Standard for the
Uniform Labeling of Blood and Blood
Components Using ISBT 128,” Version
1.2.0, dated November 1999 (the
Version 1.2.0 Standard). We reviewed
the new draft standard, the comments
received in response to the Federal
Register notice of November 27, 1998,
and the Version 1.2.0 Standard, and
concluded that conformance to the
Version 1.2.0 Standard, prepared and
reviewed by ICCBBA, would help
facilitate the use of a uniform container
label for blood and blood components.
Thus, in the Federal Register of June 6,
2000 (65 FR 35944), we announced the
availability of a final guidance entitled
“Guidance for Industry: Recognition
and Use of a Standard for the Uniform
Labeling of Blood and Blood
Components” dated June 2000, which
recognized as acceptable, except where
inconsistent with the regulations, use of
the Version 1.2.0 Standard and the
implementation of the ISBT 128
uniform labeling system. This guidance
identified two inconsistencies between
the Version 1.2.0 Standard and the
requirements in part 606 (21 CFR part
606) at § 606.121; the first inconsistency
concerned the requirement that on
container labels for Whole Blood the
name of the applicable anticoagulant
must immediately precede the proper
name of the product (§ 606.121(e)(1)(ii));
and the second inconsistency concerned
the requirement that the proper name of
the product and any appropriate
modifiers must be printed in solid red
(§606.121(d)(2)).

In the Federal Register of August 19,
1999 (64 FR 45366), we published a
direct final rule entitled “Revisions to
the Requirements Applicable to Blood,
Blood Components, and Source
Plasma,” which amended
§606.121(d)(2) by adding “or in solid
black,” thereby eliminating the
inconsistency between the Version 1.2.0
Standard and § 606.121(d)(2), which
had previously required that any
modifier be printed in solid red.

In the “Guidance for Industry:
Recognition and Use of a Standard for
Uniform Blood and Blood Component
Container Labels” dated September
2006 (http://www.fda.gov/downloads/
BiologicsBloodVaccines/Guidance
ComplianceRegulatoryInformation/
Guidances/Blood/ucm079004.pdf), we
recognized as acceptable, except where
inconsistent with the regulations, use of
the “United States Industry Consensus
Standard for the Uniform Labeling of
Blood and Blood Components Using
ISBT 128” version 2.0.0, dated
November 2005 (the Version 2.0.0
Standard). In the guidance, we noted

that the Version 2.0.0 Standard revised
the Version 1.2.0 Standard and that
there remained an inconsistency
between the Version 1.2.0 Standard, the
Version 2.0.0 Standard and the
requirements at § 606.121(e)(1)(ii). Since
that guidance was issued, we have
identified another inconsistency
between the requirements under
§606.121(c)(2) and the Version 2.0.0
Standard regarding the requirement to
include the FDA assigned registration
number on blood and blood component
labels. This final rulemaking addresses
these inconsistencies by eliminating the
existing inconsistencies between the
Version 2.0.0 Standard and the
requirements at § 606.121(c)(2) and
(e)(2)(ii).

(FDA has verified the Web site
addresses in this document, but FDA is
not responsible for subsequent changes
after this document publishes in the
Federal Register.)

C. The Proposed Rule

In the Federal Register of July 30,
2003 (68 FR 44678), we published a
proposed rule entitled “Revisions to
Labeling and Storage Requirements for
Blood and Blood Components,
Including Source Plasma” (the proposed
rule), to combine, simplify and update
specific regulations applicable to
container labeling and instruction
circulars for all human blood and blood
components, including Source Plasma.
We also proposed to revise the shipping
and storage requirements for certain
human blood and blood components.
Furthermore, we proposed the use of a
labeling system using machine-readable
information that would be acceptable as
a replacement for the “ABC Codabar”
system for labeling blood and blood
components, and stated that we would
also address the existing inconsistencies
between the Version 1.2.0 Standard, and
the existing regulations as described in
section I.B of this document. We also
intended to provide more flexibility for
inventory management, and to update
current requirements designed to ensure
potency of the blood components over
time by revising the current storage and
shipping temperature requirements for
frozen noncellular blood components,
both for transfusion and for further
manufacture (e.g., Cryoprecipitated
Antihemophilic Factor, Fresh Frozen
Plasma, and Source Plasma).

We note that the proposed rulemaking
inadvertently included proposed
changes to §606.121(c)(13) (68 FR
44678 at 44686), which were
inconsistent with a previously proposed
amendment to §606.121(c)(13) in an
earlier, related proposed rule entitled
“Bar Code Label Requirement for
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Human Drug Products and Blood” that
published in the Federal Register of
March 14, 2003 (68 FR 12499). To
eliminate any confusion, we published
a correction to the proposed rule in the
Federal Register of October 27, 2003 (68
FR 61172), and published the related,
final rule entitled ‘“Bar Code Label
Requirements for Human Drug Products
and Blood” in the Federal Register of
February 26, 2004 (69 FR 9120). We also
note that the proposed rulemaking
inadvertently omitted the requirement
in current 21 CFR 640.70(a)(7) that
requires that for Source Plasma, in the
case of immunized donors, the label
must state the immunizing antigen. In
this final rule, we have corrected this
omission and have placed this
requirement in redesignated
§606.121(e)(5)(vi).

Regarding the term “‘communicable
disease testing,” used in this final rule,
we noted in the proposed rule (68 FR
44678 at 44684) that the terms
“infectious agent testing” and
“communicable disease testing”’ (used
interchangeably in the proposed rule
and in guidance documents) refer to the
same testing performed in accordance
with §610.40 (21 CFR 610.40). We also
noted that the term “infectious agent” is
used rather than “communicable
disease agent” for consistency with
labeling approved by the Director,
Center for Biologics and Evaluation
Research (CBER), for the Version 1.2.0
Standard and the “ABC Codabar”
System. In this final rule, as well as in
the Version 2.0.0 Standard, the terms
“infectious agent testing”” and
“communicable disease testing”
continue to be used interchangeably and
refer to the same testing performed in
accordance with §610.40.

II. Revisions to the Proposed Rule

A. Requirements Finalized in This Rule

This rule:

e Finalizes, in part, the proposed
requirements for labeling for blood and
blood components intended for use in
transfusion or further manufacture by
all blood establishments, and specific
regulations applicable to container
labeling and circulars of information;

¢ Eliminates the two remaining
inconsistencies between the Version
2.0.0 Standard and the regulations,
described in section I.B of this
document;

¢ Facilitates the use of a labeling
system using machine-readable
information that would be acceptable as
a system for labeling blood and blood
components, and the use of new
labeling systems that may be developed
in the future;

¢ Consolidates regulations applicable
to labeling standards so that most
labeling requirements for all blood and
blood components, including Source
Plasma, found previously in §§ 606.121
and 640.70, can now be found in
§606.121;

e Updates some of the consolidated
regulations;

e Replaces “shall” with “must” in all
places wherever it appears in the
regulations;

¢ Retitles part 606, subpart G; and

e Makes other, necessary conforming
changes, and technical amendments.

B. Requirements Not Finalized in This
Rule

At this time, we are not finalizing the
proposed requirements for storage and
shipping temperatures of certain human
blood and blood components, including
Source Plasma, because we are
continuing to reevaluate these
proposals, taking into account the
adverse comments received. Under the
proposed rule, we proposed revisions to
the labeling requirements regarding
storage and shipping temperatures for
frozen noncellular blood components in
current part 640 (21 CFR part 640) at
§640.70(a)(3) and (b). We also proposed
revisions to storage and shipping
temperatures in current §§600.15 (21
CFR 600.15), 610.53, 640.34, 640.54,
640.69, and 640.76 to help ensure the
potency of the frozen noncellular blood
components and for consistency
between the labeling regulations and the
regulations concerning shipping and
storage temperatures of frozen
noncellular blood components. By
updating the storage and shipping
temperature requirements and
addressing as many labeling changes as
possible at one time, we had believed
that the proposed rule would limit the
number of times establishments would
have to revise container labels.

However, we have concluded, based
on comments received, that we should
reevaluate the proposed revisions to the
requirements for storage and shipping
temperatures. For example, we received
comments from the plasma fractionation
industry stating that the proposed
freezing/storage temperature of —30 °C
was below the temperature that would
be acceptable to preserve product
activity, would be very costly to
implement, and would pose a safety
hazard to employees working in that
environment. In the Federal Register of
August 9, 2004 (69 FR 48250), we
announced a public workshop entitled
“Development of Plasma Standards”
that was held August 31 and September
1, 2004. The objective of the workshop
was to gather information on current

industry practices that are in place for
the manufacture of plasma. We also
discussed this issue at a March 17, 2005,
BPAC meeting and at an April 2, 2009,
BPAC meeting.

FDA intends to consider revising
storage requirements in the future,
based on our review of scientific
literature, data from other regulatory
authorities and the plasma fractionation
industry, and input from BPAC. Based
on the information received, we intend
to develop standards for the
preparation, labeling, storage, and
shipping of frozen noncellular blood
components for transfusion and for
further manufacture.

C. Conforming and Clarifying Changes

This final rule removes § 640.70 from
the CFR, and accordingly, we have
made conforming changes to
§610.40(h)(2)(ii)(B) and § 640.74(b)(4)
both of which currently reference
§640.70. In § 610.40(h)(2)(ii)(B), we
have deleted the reference to § 640.70.
In §640.74(b)(4), we have deleted the
reference to § 640.70(a) and replaced it
with §606.121 and have deleted the
reference to § 640.70(a)(3) and replaced
it with §606.121(e)(5)(ii).

We also made a conforming change to
§610.40(i) to cross-reference another
existing requirement for a serological
test for syphilis under § 640.65(b)(1).

We also made a conforming change to
§606.121(c)(13)(iii)(D) to cross-reference
other existing requirements under
§606.121(c)(9) and §606.121(i)(5).

We are clarifying proposed
§606.121(i)(4) by removing the phrase
“unless exempt under” to “except as
provided in.” This clarifying change
will not affect the substantive
requirements in this regulation.

Further, we made two clarifying
changes to § 606.122(f) by changing
“statements” to “statement” and
replacing the period after “Warning”
with a colon, so that the provision now
reads in its entirety, “The statement:
‘Warning: The risk of transmitting
infectious agents is present. Careful
donor selection and available laboratory
test do not eliminate the hazard.”

D. Technical Amendment

We have made a technical
amendment to § 606.170 to clarify that
reports of the investigation of a fatality
must be submitted to CBER either by
mail, facsimile, or electronically
transmitted mail; and to provide mailing
address information for the Director,
Office of Compliance and Biologics
Quality, CBER.

Further, we have made a technical
amendment to §606.121(e)(2)(d) to
require that with the exception of those
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products listed in § 606.121(e)(2), red
blood cell product labels must include
the type of additive solution with which
the product was prepared.

III. Comments on the Proposed Rule
and FDA’s Responses

We received approximately 24
comments on the proposed rule. These
comments were received from blood
establishments, private and public
interest groups, and the general public.
All of the comments expressed opinions
on the proposed revisions to the storage
and shipping temperature requirements;
about 12 of the comments commented
on the proposed labeling requirements.
Because we are not finalizing the
proposed storage and shipping
temperature requirements at this time,
this document does not discuss those
issues. This document discusses
information relevant to and comments
concerning the proposed revisions to
the labeling requirements. To make it
easier to identify comments and our
responses, the word “Comment,” in
parentheses, will appear before the
description of comments, and the word
“Response,” in parentheses, will appear
before our responses.

A. General

(Comment 1) Numerous comments
supported the proposed revisions to
consolidate, simplify and update the
regulations applicable to container
labeling and the instruction circular;
one comment stated that the changes
were “long overdue.” Several comments
applauded our efforts to develop a
proposed rule that will facilitate the
implementation of “machine-readable”
bar code standards and strongly
endorsed the use of ISBT 128 as a
unifying bar code standard for blood
and blood components, which will
improve patient safety. In addition, one
of these comments noted that one bar
code standard would lower the
implementation costs related to the
standard and would allow for the
exchange of inventories so that the
needs of patients everywhere could be
more easily met.

(Response) We appreciate these
supportive comments. We agree that
this rule facilitates the use of the ISBT
128 machine readable labeling system
for blood components by eliminating
FDA requirements that are inconsistent
with the use of the ISBT system. We
note that once this rule is in effect,
licensed establishments will no longer
need to request a variance from the
regulations to fully implement the ISBT
system—thus we anticipate that the new
rule will save both industry and FDA
resources. In addition, the rule updates

current labeling requirements to ensure
appropriate and complete labeling of all
blood and blood components for
infectious disease test results, including
recovered plasma for further
manufacturing. In these ways, the rule
will support the safety of the nation’s
blood supply.

At the same time, we are preserving
for industry the option of using the
older labeling system, “ABC Codabar.”

(Comment 2) One comment expressed
concern that consolidating the labeling
requirements for Source Plasma and
other blood components into the same
CFR section may make it more difficult
to identify the applicable labeling
requirements, and suggested as an
alternative that we consolidate
requirements into a single section with
a subsection dedicated to requirements
specific to Source Plasma. Another
comment noted that consolidating
requirements into one section has both
advantages and disadvantages. This
comment noted that the manufacture of
Source Plasma is significantly different
from the manufacture of blood
components for transfusion. The
comment also noted that other blood
products, which are markedly different
from blood components for transfusion,
have separate labeling requirements in
the CFR (e.g., Albumin (part 640,
subpart H), Plasma Protein Fraction
(part 640, subpart I), and Immune
Globulin (part 640, subpart J)). The
comment noted that for consistency, we
should maintain separate labeling
requirements for Source Plasma in part
640, subpart G, and instead revise
§640.70 to require labeling statements
based on communicable disease testing.

Two comments noted that a
requirement for all test results to be
recorded on the product label is not
consistent with current industry
practice for recovered plasma. See
response to comment 8 for further
information.

(Response) One purpose of the
proposed rule was to consolidate the
labeling regulations that apply to blood
and blood components in one place in
the CFR, including blood components
that are used for further manufacture.
Not all blood components that are used
for further manufacture currently have
additional standards in part 640, e.g.,
recovered plasma. In §606.121, we have
consolidated the labeling requirements
for blood and blood components
intended for use in transfusion or
further manufacture. To clarify this
point, in § 606.121(a), we have deleted
the phrase “including Source Plasma”
from the proposed language and added
instead “intended for use in transfusion
or further manufacture.” We have also

revised § 606.121(c)(11) to require that if
the product is intended for further
manufacturing use, a statement listing
the results of all the tests for
communicable disease agents required
under § 610.40 for which the donation
has been tested and found negative must
be on the container label; except that the
container label for Source Plasma is not
required to list the negative results of
serological syphilis testing under
§610.40(i) and § 640.65(b).

In response to comments regarding
current industry practice for negative
labeling of recovered plasma for further
manufacture, we believe that it is
current industry practice to include the
communicable disease test results for
recovered plasma on the container label.
See the response to comment 8 for full
details.

(Comment 3) One comment requested
that in addition to the revisions in this
final rule, we make changes to further
streamline the labeling submission
process for on-demand ISBT 128 labels.

(Response) The comment is beyond
the scope of this final rule. However, we
will consider the comments on this
issue at a later date.

(Comment 4) One comment requested
more flexibility on tie-tags used for
autologous donations, suggesting that a
computer system-generated ABO blood
group and Rh type (ABO/Rh) label be
applied to the tie-tag as opposed to the
current practice of hand writing the
ABO/Rh result on the tag and on the
“For Autologous Use” label. The
comment stated that this change would
eliminate the need for handwritten
information, thus reducing the
likelihood of human error, thereby
improving patient safety.

(Response) The comment regarding
the use of a computer system-generated
ABO/Rh label is beyond the scope of
this final rule. However, we note that in
the final rule published in the Federal
Register of February 26, 2004 (69 FR
9120), entitled “Bar Code Label
Requirements for Human Drug Products
and Biological Products,” we revised
§606.121(c)(13) to require that the ABO
blood group and Rh type of the donor
be present in machine-readable format
on the container label of all blood and
blood components, including
autologous units. This requirement is
consistent with ISBT 128 standards but
requires those manufacturers using
“ABC Godabar” to affix an ABO/Rh bar
code label to the “For Autologous Use
Only” label on blood and blood
components bearing the autologous
label. In this final rule, we have
amended § 606.121(i)(5) to permit each
container label of blood and blood
components intended for autologous use
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and obtained from an unsuitable donor
or one who is reactive for evidence of
infection due to communicable disease
agents under § 610.40 to include the
ABO and Rh blood group and type.
However, such labeling is not required.

B. 21 CFR 606.121(b)

The proposed rule amended
§606.121(b) by adding the phrase “with
any appropriate modifiers and
attributes” to clarify that the label
provided by the collecting facility may
be altered under certain circumstances
and may be altered multiple times to
adequately identify the contents of a
container. Examples of appropriate
modifiers include “washed,” “frozen,”
and “liquid.” Examples of appropriate
attributes include “irradiated” and
“divided,” which would indicate a
process change. We have finalized these
requirements as proposed, including the
conforming amendments to
§§606.121(c)(1) and 606.121(d)(2). In
addition, we have added the clarifying
phrases “‘of the product” and
“considered finished products” to
§606.121(b). In this section III.B, we
describe two examples of circumstances
where it is acceptable to alter the label
of blood components as finished
products after they have been prepared.
We note that it is appropriate to revise
the label each time, after the finished
product has been prepared.

In the preamble of the final rule
entitled “Current Good Manufacturing
Practice for Blood and Blood
Components; Uniform Blood Labeling”
published in the Federal Register of
August 30, 1985 (50 FR 35458), we
responded to a comment (comment
number 2) that suggested that the only
instance in which labels are permitted
to be altered pursuant to § 606.121(b) is
when blood components are removed
from the product. In the response, we
noted, that there are certain cases when
no blood components are removed from
a unit, but the unit may nonetheless
require relabeling. Id. at 35459. For
example, such relabeling would be
appropriate when the product is further
processed by freezing, pooling, washing,
or irradiating, provided that the
establishments have a validated process
for this additional processing. The
original label would need to be
modified to include the additional
information and then reprinted and the
product relabeled, i.e., a new label
placed over the original label, to
accurately identify the product.

Another specific circumstance in
which the label of a blood product may
be altered under §606.121(b) is when
the original label may need to be
recreated because the original bag is

destroyed while the product is further
processed by, for example, freezing,
pooling, washing, or irradiation. The
recreated label may be placed on the
new bag under applicable regulations
and the establishment’s standard
operating procedures.

C. 21 CFR 606.121(c)(2)

In the proposed rule, we proposed
amending § 606.121(c)(2) by replacing
“registration number”’ with “unique
facility identifier.” Although, as we
discussed in the preamble to the
proposed rule (68 FR 44678 at 44683),
the FDA-assigned registration number is
acceptable as a “unique facility
identifier,” we wanted to be able to
provide for the use of other recognized
donation facility identification numbers,
such as the ISBT facility code (which
includes machine-readable
information). In addition, we proposed
removing the requirements of current
§640.70(a)(10) for “name, address, and
license number” on the Source Plasma
label because they are included in
proposed §606.121(c)(2).

(Comment 5) One comment suggested
that this change imposes an additional
requirement on collectors of Source
Plasma operating multiple sites under a
single license.

(Response) FDA believes that the final
rule addresses this concern. In
consideration of this comment, we are
not requiring the container label for
blood components for further
manufacture to contain a unique facility
identifier at this time, because we
believe that the blood establishment’s
FDA approved product label contains
sufficient information to permit
identification of the collection facility.
Regarding Source Plasma, we have
learned that most collection facilities
include a unique facility identifier on
the container label. We agree that this is
useful information for identifying the
location where the Source Plasma was
collected.

The final rule requires a unique
facility identifier for the container label
of blood and blood components
intended for transfusion, to aid in
identifying the location where the blood
or blood component was collected or
processed. We note that the final rule
provides flexibility by using the term
“unique facility identifier,” which may
be satisfied by using an establishment’s
registration number, the FDA
establishment identifier, an ISBT facility
code, or other designation that will
allow identification of the specific
location where the blood or blood
component was collected or processed.
For example, a blood establishment may
incorporate its unique facility identifier

into the blood component donor, lot, or
pool number and use a validated
computer or other recordkeeping system
that will enable identification of the
facility that collected that blood or
blood component.

(Comment 6) One comment expressed
concern that their current approved
labels do not contain a unique site
specific identifier that was assigned by
FDA, other than the license number,
and that the effective date for the final
rule should provide adequate time for
implementation to allow for label
design, acquisition, procedural changes,
and depletion of available stock to
minimize transition costs.

(Response) Anticipating the need to
deplete existing label stock, the effective
date for the final rule (refer to section
VIII of the proposed rule) (68 FR 44678
at 44685) provides reasonable time for
use of the existing label stock. The final
rule becomes effective 180 days after the
date of publication in the Federal
Register.

D. 21 CFR 606.121(c)(10)

The proposed rule combined current
§606.121(c)(11) and part of current
§640.70(a)(2) and redesignated the
combined regulations as proposed
§606.121(c)(10). In addition, FDA
proposed to revise § 606.121(c)(10) by
adding a phrase to the first sentence to
clarify that blood and blood components
intended for further manufacture are
subject to these requirements.
Furthermore, FDA proposed to revise
§606.121(c)(10) by adding an alternative
warning statement and provided for the
use of “other cautionary statements as
approved by CBER.” FDA now is
finalizing the above amendments as
proposed (including deleting current
§606.121(e)(5)(ii)), because it is now
redundant in light of new
§606.121(c)(10)).

(Comment 7) Two comments
suggested that it is difficult to select the
proper cautionary statement to use
because information regarding
cautionary statements can be found in
other sections of the CFR, as well as in
certain FDA guidance documents.

(Response) We acknowledge that the
circumstances surrounding which
cautionary statement to use may vary.
We believe that the consolidation of the
labeling requirements in this
rulemaking for blood and blood
components for further manufacture,
including Source Plasma, should
enhance industry’s ability to select the
appropriate cautionary language. We
also note that reference 1 and reference
2 to this rulemaking provide general
guidelines about the uniform labeling of
blood and blood components. Further,
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we suggest that the commenters may
want to pose any specific questions to
CBER to obtain further guidance.

E. 21 CFR 606.121(c)(11)

We had proposed to redesignate and
combine current §§ 640.70(a)(8) and
(a)(11) as §606.121(c)(11) and to revise
redesignated § 606.121(c)(11) to require
labeling statements indicating the
results of communicable disease tests
performed. The proposed change
provided that the labeling requirements
apply to all blood and blood
components for further manufacture,
including Source Plasma, and would
require establishments to label products
for further manufacture with the results
of communicable disease testing for
which the donation has been tested and
found negative.

(Comment 8) Some comments
expressed concern regarding the
resulting burdens from consolidating
previously referenced requirements into
§606.121. One comment requested that
§606.121(c)(11) be re-worded to
indicate that communicable disease
tests performed on a sample from the
donor of the unit are listed in the
current circular of information, thus
providing a much simpler and more
flexible method of meeting labeling
requirements without the expense of
constantly changing labels.
Additionally, the comment stated that
use of the circular of information would
also address concerns regarding the
shipment of positive units for further
manufacture, by labeling only the
positive units or alternatively
recommended continuing the current
method of noting “positives” on the
shipping form.

In addition, as discussed previously,
regarding recovered plasma, two
comments stated that a requirement for
all test results to be recorded on the
product label is not consistent with
current industry practice. The
comments indicated that to require
constant updating of labels to report all
negative test results is
counterproductive to the positive
labeling aspects of the proposed rule,
and requested that this requirement be
deleted from the final rule.

(Response) FDA disagrees with the
comments related to the use of the
circular of information to list
communicable disease test results. We
believe that it is not appropriate to re-
word proposed §606.121(c)(11) to
require that information on
communicable disease testing
performed on components intended for
further manufacture be included in the
circular of information because the
circular of information applies only to

transfusable products and not to
products intended for further
manufacture.

We note that we have periodically
addressed the uniformity of labeling.
For example, we announced the
availability of the final guideline
entitled “Guideline for Uniform
Labeling of Blood and Blood
Components” dated August 1985, which
described acceptable criteria for labels
consistent with current good
manufacturing practice regulations for
blood and blood components (part 606)
(http://www.fda.gov/downloads/
BiologicsBloodVaccines/Guidance
ComplianceRegulatoryInformation/
Guidances/Blood/UCM080974.pdf). The
guideline included illustrated labels for
certain blood components used for
further manufacture (e.g., Source
Plasma, recovered plasma, and Source
Leukocytes), that had been reviewed
and approved by FDA. We also issued
“Guidance for Industry: Recognition
and Use of a Standard for Uniform
Blood and Blood Component Container
Labels” dated September 2006, which
recognizes the ‘“United States Industry
Consensus Standard for the Uniform
Labeling of Blood and Blood
Components Using ISBT 128,” dated
November 2005, as an acceptable
standard for blood and blood
component container labels, except
where inconsistent with the regulations.
(http://www.fda.gov/downloads/
BiologicsBloodVaccines/Guidance
ComplianceRegulatoryInformation/
Guidances/Blood/UCM079159.pdf). As
discussed in section LB of this
document, we further note that this final
rulemaking addresses the
inconsistencies that existed.

FDA also disagrees with the
comments concerning the labeling of
recovered plasma because we believe
they are incorrect. We believe it is the
usual and customary practice of the
blood industry to label the container
label of blood and blood components for
further manufacture with the negative
communicable disease test results of all
the tests for communicable disease
agents required under § 610.40, except
for Source Plasma with respect to
serological syphilis testing. We are
therefore finalizing the requirement in
this rulemaking that the label of blood
and blood components for further
manufacture must include a statement
listing the results of all the tests for
communicable disease agents required
under § 610.40 for which the donation
has been tested and found negative
except that the label for Source Plasma
is not required to list the negative
results of serological syphilis testing
under §§610.40(i) and 640.65(b).

(Comment 9) One comment noted that
consistent with §§610.40(i) and
640.65(b)(1), Source Plasma is unique
because a serological test for syphilis is
performed at intervals of no more than
4 months, rather than at each individual
donation. The comment requested
clarification on whether syphilis is
considered a “communicable disease
agent” and if the labeling of serological
syphilis testing results is required on
units of Source Plasma. This comment
also expressed the concern that
requiring syphilis test results on each
Source Plasma unit would be
burdensome for industry because it is
current industry practice to pre-label
Source Plasma with required
communicable disease testing results.

(Response) As noted previously in the
response to comment 8, we are not
finalizing § 606.121(c)(11) as proposed.
We will therefore answer this comment
in light of the revised provisions of
§606.121(c)(11). Syphilis is deemed to
be a communicable disease agent; the
testing requirements for which are
included in part 610, subpart E (Testing
Requirements for Communicable
Disease Agents), specifically § 610.40(i).
Section 610.40(i) incorporates the
requirement in § 640.65(b) to test a
Source Plasma donor using a serological
test for syphilis at the donor’s initial
examination and at least once every four
months thereafter. (More limited testing
for Source Plasma reflects the reduced
risk presented by syphilis infected
collections of Source Plasma. In an FDA
Compliance Policy Guide revised in
1995, FDA observed that “the disease-
causing spirochetes are destroyed
during the storage and/or fractionation
of the [source] plasma.”) 1

Under §606.121(c)(11) as finalized,
the label for blood and blood
components intended for further
manufacture must list the results of all
the tests for communicable disease
agents required under § 610.40 for
which the donation has been tested and
found negative; except that the
container label for Source Plasma is not
required to list the negative results of
serological syphilis testing under
§610.40(i) and § 640.65(b). This is
because the regulations do not require
that each Source Plasma donation be
tested for syphilis. In the absence of test
results for each donation (e.g., in
connection with donations made in
month three) or where testing for
syphilis was performed and the test was
negative, the label is silent. When
testing is performed and is reactive for

1 http://www.fda.gov/ICECI/ComplianceManuals/
CompliancePolicyGuidanceManual/
ucm073876.htm.
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syphilis, the label for the unit associated
with the positive test and the label for
the unit of any donation(s) made after
obtaining the test results must
appropriately disclose that the Source
Plasma tested reactive by a serologic test
for syphilis as described in
§606.121(e)(5)(iv).

More generally, concerning the pre-
labeling of Source Plasma, it is FDA’s
expectation that tests for required
infectious disease tests are completed
prior to shipment of the Source Plasma
for further manufacture to the
fractionator or for distribution.
However, we also recognize that in
certain circumstances, nucleic acid test
(NAT) testing of Source Plasma may
take an extended period to resolve
positive NAT pools to identify an
individual positive unit. Additionally,
we recognize the difficulty of placing a
“label” on a frozen product. We note
that Source Plasma may be labeled and
then may be shipped for pre-release
storage at another facility while still
under the manufacturer’s control due to
the manufacturer’s storage limitations.
This raises the question of whether it is
acceptable for a manufacturer to pre-
label (at the time of collection) Source
Plasma as “tested and found negative”
while performing NAT testing and
shipping such products under
quarantine (i.e., while still under the
manufacturer’s control) and delaying
release and distribution until all the test
results are obtained.

Under the revised regulation, if the
product is intended for further
manufacturing use, a statement listing
the results of all the tests for
communicable disease agents required
under § 610.40 for which the donation
has been tested and found negative must
be listed on the container label; except
that the container label for Source
Plasma is not required to list the
negative results of serological syphilis
testing under § 610.40(i) and § 640.65(b).
In addition, blood and blood
components intended for further
manufacture must be labeled in
accordance with §610.40, when the
donation has been tested and
demonstrates evidence of infection due
to a communicable disease agent(s).

Under §606.121(c)(11) as finalized, it
is acceptable for Source Plasma
manufacturers to place the label
indicating negative communicable
disease test results on the product prior
to completion of communicable disease
testing (pre-label) as long as either (1)
The unit is shipped to a storage facility
and remains under quarantine control
by the collection establishment until all
testing is completed and accurately
reflected on the label or (2) the unit is

not released and distributed into
interstate commerce until the results
from all communicable disease tests are
obtained and accurately reflected on the
label. Thus, the requirements under
§§606.121(c)(11) and 610.40 are not
fulfilled until the container label
accurately lists the results obtained from
all communicable disease testing
required under § 610.40. At that time,
the product is ready for distribution and
release into interstate commerce.

In the event that a shipped unit is pre-
labeled with a negative test result but is
later found positive upon completed
testing, that unit must be relabeled in
accordance with §610.40, including
obliteration of the negative result.

F. 21 CFR 606.121(e)(2)(i) and 21 CFR
606.121(e)(5)(vi)

In finalizing this rulemaking, we have
amended §606.121(e)(2)(i) to require
that with the exception of those
products listed in § 606.121(e)(2), red
blood cell product labels must include
the type of additive solution with which
the product was prepared as this
information is useful when making
determinations in connection with the
shelf life of the product. For example,
red cell additive solutions (e.g., AS—1,
AS-3, AS-5) provide nutrients to the
blood components which in turn allows
for an extended shelf life. We note that
the labeling of the container with the
additive solution is also industry
practice.

We proposed to redesignate current
§640.70(a)(7) as §606.121(e)(5)(vi). We
also proposed to update redesignated
§640.70(a)(7) to broaden the labeling
requirements to include collections
from donors who are not immunized but
are in specific collection programs. The
proposal replaced the term “normal
donor” with the term “nonimmunized
donor.” After consideration, we have
determined that ‘“nonimmunized
donor” is not a recognized term, and we
will continue to use the term “normal
donor.”

G. 21 CFR 606.122

We proposed to amend § 606.122 by
revising the introductory paragraph and
paragraphs (e), (f), and (m). We received
comments only on the heading of this
regulation, “Instruction circular,” which
we did not propose to change, and
paragraphs (e) and (m).

1. Title for §606.122

(Comment 10) A few comments
desired consistency between
§606.121(c)(8)(ii), which refers to the
“Circular of Information,” and
§606.122, which refers to the
“Instruction circular.” One comment

suggested revising § 606.121(c)(8)(ii) to
use the same language in the AABB
“Standards for Blood Banks and
Transfusion Services’: “See Circular of
Information for the Use of Human Blood
and Blood Components.”

(Response) We agree that there should
be consistency between
§§606.121(c)(8)(ii) and 606.122. We are
therefore revising the title of § 606.122
and the corresponding language in
§§606.122(k), (1), (m), and (n) by
replacing “Instruction circular” with
“Circular of Information” to be
consistent with the wording required on
labels of blood and blood components
for transfusion, as illustrated in the
“Guideline for the Uniform Labeling of
Blood and Blood Components” and the
“United States Industry Consensus
Standard for the Uniform Labeling of
Blood and Blood Components Using
ISBT 128,” dated November 2005,
(http://www.fda.gov/downloads/
BiologicsBloodVaccines/Guidance
ComplianceRegulatorylnformation/
Guidances/Blood/UCM079159.pdf).
However, although it is a common
industry practice for blood
establishments to refer to the “Circular
of Information for the Use of Human
Blood and Blood Components,” we
decline to change § 606.121(c)(8)(ii) as
suggested because existing regulations
do not preclude blood establishments
from creating their own circulars of
information to address the labeling
standards required in § 606.122.
Moreover, §606.121(c)(8)(ii) is
consistent with labeling approved by
the Director, CBER, i.e., ISBT 128 and
“ABC Codabar.”

2. 21 CFR 606.122(e) and 21 CFR
606.122(f)

We proposed that the instruction
circular contain statements regarding
the results of each infectious agent for
which the blood was tested, including
all FDA required tests, and found
negative. We have decided to clarify
that under §606.122(e), a product
intended for transfusion must include a
statement that the product was prepared
from blood that was found negative
when tested for communicable disease
agents as required under § 610.40
(include each test that was performed).
We also proposed to amend § 606.122(f)
by updating the warning statement to
reflect the risk associated with the
communicable disease agents for which
testing is currently performed. We have
decided to keep the currently required
statement but note that we have made
two clarifying changes to this statement
by changing ““statements” to
“statement” and replacing the period
after “Warning”” with a colon, so that
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the provision now reads in its entirety,
“The statement: ‘Warning: The risk of
transmitting infectious agents is present.
Careful donor selection and available
laboratory tests do not eliminate the
hazard.”” to be consistent with the
warning statements reflected in the
current Circular of Information.

(Comment 11) One comment
supported the change if they correctly
interpreted “name each infectious
agent” as requiring a list of infectious
agents, and opined that it is not
necessary to “name” each type of test
that is performed for each infectious
agent. For example, according to the
comment, it is not necessary to list both
antibody tests and nucleic acid tests.
Another comment recommended that
either §606.121(c)(11) or
§606.121(c)(8)(ii) should be revised to
require the label to bear a statement
“See Circular of Information * * *
results of infectious agent testing.”

(Response) We do not agree that the
infectious agent need only be listed
once on the labeling for both
transfusable products and products for
further manufacturing if the blood or
blood component was tested by
different tests for the same infectious
agent. We have revised § 606.122(e) to
clarify that the circular of information
must list the results of all donor
screening tests for communicable
disease agents required under § 610.40
for which the blood or blood component
was tested and found negative (e.g.,
negative for antibodies to HIV and Non-
reactive for HIV—1 RNA). We interpret
“negative” to include “Non-reactive.” In
response to the suggestion to revise
§606.121(c)(11), we refer to our
response to comment 8. As noted in that
response, we are not finalizing
§606.121(c)(11) as proposed. We also
believe that it is not practical to revise
§606.121(c)(8)(ii) to require a statement
of all negative test results on the
container label of blood and blood
components for transfusion, due to
space limitations on the container label.
We believe that the circular of
information is the best place to list this
type of information.

3. 21 CFR 606.122(m)(3)

The proposed rule proposed to clarify
that the instruction circular must
contain, when applicable, instructions
to begin administration of plasma
within “a specified time” after thawing.

(Comment 12) One comment
requested clarification of
§606.122(m)(3) and suggested that the
current statement in the Circular of
Information for the Use of Human Blood
and Blood Components, “Transfusion
should be completed within four hours

and prior to component expiration,”
could be used.

(Response) We do not want to
establish in regulation a specified time
to begin or complete the transfusion of
a plasma component. Instead, we
believe that it is appropriate to provide
industry with increased flexibility for
developing and specifying timeframes
for which thawed plasma components
can still be used for transfusions if
stored at appropriate temperatures per
industry standards. We are therefore
finalizing the amendment to
§606.122(m)(3) as proposed.

H. Concerns About Labeling for
Transfusable Products

(Comment 13) One comment asked if
manufacturers of licensed products will
have to resubmit labels for approval,
citing that such a requirement would
add to the cost of compliance and
impact the ability of some centers to
support out-of-state regions in need of
blood during FDA label review/approval
process time.

(Response) This rulemaking, in part,
updates existing regulations to be
consistent with current practice. Under
the final rule, licensed manufacturers
who have FDA approved container
labels that meet the requirements of the
final rule do not have to resubmit their
labels for approval. If a manufacturer
wishes to make labeling changes, a
supplement submission must be
submitted to FDA consistent with the
requirements under § 601.12(f)(1) (21
CFR 601.12(f)(1)).

(Comment 14) One comment
expressed concern that the proposed
revision to § 606.121(c)(2) will change
the commenter’s current FDA approved
labels and will cost blood
establishments approximately $40,000
annually in registration and licensing
fees if ISBT or a similar system is
utilized. A substantial additional cost
will be involved in the purchase of
printers, scanners, bar code readers,
validation, and training.

(Response) We are not requiring blood
establishments to utilize the ISBT
labeling system. Blood establishments
may continue to use the “ABC Codabar”
system. Both of these systems are
acceptable labeling under the bar code
requirements.

IV. Legal Authority

FDA is issuing this rulemaking under
the biological products provisions and
the communicable diseases provisions
of the Public Health Service Act (PHS
Act) (42 U.S.C. 216, 262, 263, 263a, 264,
300aa—25), and the drugs, devices, and
general administrative provisions of the
Federal Food, Drug, and Cosmetic Act)

(21 U.S.C. 321, 331, 351, 352, 353, 355,
360, 360c, 360d, 360h, 360j, 371, 372,
374 and 381). Under these provisions of
the PHS Act and the Federal Food,
Drug, and Cosmetic Act, we have the
authority to issue and enforce
regulations designed to ensure that
biological products are safe, pure,
potent, and properly labeled, and to
prevent the introduction, transmission,
and spread of communicable disease.

V. Analysis of Economic Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866,
Executive Order 13563, the Regulatory
Flexibility Act (5 U.S.C. 601-612), and
the Unfunded Mandates Reform Act of
1995 (Pub. L. 104—4). Executive Orders
12866 and 13563 direct Agencies to
assess all costs and benefits of available
regulatory alternatives and, when
regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). The
Agency believes that this final rule is
not a significant regulatory action under
Executive Order 12866.

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because the requirements of the
final rule are either consistent with
industry practice or would be industry
practice absent existing prohibitions,
the Agency certifies that the final rule
will not have a significant economic
impact on a substantial number of small
entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that Agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $136
million, using the most current (2010)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

A purpose of the final rule is to
simplify and unify the existing labeling
standards. Labeling standards are
currently found in multiple sections of
the regulations and these amendments
would move these standards to one
section of the regulations. Through our
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revising, consolidating, and
redesignating these regulations, parties
wishing to understand the labeling
requirements will be able to refer to a
single source. This final rule also
includes provisions that add flexibility
to the regulations that should lower the
cost of compliance.

In the proposed rule, we asserted that
the new labeling requirements were
consistent with current industry
practice and did not impose an
additional burden. We received
comments stating that the proposed
labeling requirements for including all
communicable disease test results and a
unique facility identifier on the product
label did not conform to current
industry practice for certain blood and
blood components intended for further
manufacture. In the final rule, as a result
of these comments, we revised these
requirements. We have also amended
§606.121(e)(2)(i) to require that certain
red blood cell product labels must
include the type of additive solution
with which the product was prepared.
We believe that the labeling
requirements of the final rule conform
to current industry practice.

The final rule requires a change in the
circular of information to reflect current
testing practices. Existing labeling
regulations do not allow the circular to
reflect current required testing or to
adjust to future changes in required
testing or plasma thawing procedures.
We believe the circular of information
would already be in compliance with
the final rule amendments and reflect
current requirements and practices if
compliance were permitted by existing
regulations. As the circular is updated
regularly, we believe any required
changes can be made in the ordinary
revision cycle at a cost too small to
reliably quantify.

Overall, because the requirements of
this final rule are either industry
practice or would be industry practice
absent existing prohibitions, estimated
costs are negligible. We believe this
action to be beneficial as it increases
flexibility and lowers compliance costs.
Because we believe costs to any entity
will be too small to reliably quantify, we
certify that this final rule will not have
a significant impact on a substantial
number of small entities.

VI. Environmental Impact

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

VII. Federalism

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

VIII. The Paperwork Reduction Act of
1995

This final rule contains information
collection provisions that are subject to
review by the Office of Management and
Budget (OMB) under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520). The title, description, and
respondent description of the
information collection provisions are
shown in this section VIII with a
discussion of the information collection
burden.

Title: Revisions to Labeling
Requirements for Blood and Blood
Components, Including Source Plasma.

Description: FDA is consolidating the
regulations related to labeling blood and
blood components. Regulations for
labeling of all blood and blood
components would be consolidated in
§§606.121 (Container label) and
606.122 (Circular of information).

Description of Respondents:
Manufacturers of blood and blood
components, and blood derivatives.

Burden Estimate: Section
606.121(c)(11) requires that if the
product is intended for further
manufacturing use, a statement listing
the results of all the tests for
communicable disease agents required
under § 610.40 for which the donation
has been tested and found negative must
be on the container label; except that the
label for Source Plasma is not required
to list the negative results of serological
syphilis testing under §§ 610.40(i) and
640.65(b). The Agency believes that as
a part of industry’s usual and customary
labeling business practices, industry
currently labels blood and blood
components for further manufacture
with the results of required testing
found in § 610.40. In addition,
§606.121(e)(2)(i) requires that certain
red blood cell product labels must
include the type of additive solution
with which the product was prepared.

The Agency believes that this labeling
requirement of the final rule also is part
of usual and customary industry
practice.

Because the Agency believes the rule
amendments and the information
collection provisions under
§606.121(c)(11) and (e)(2)(i) in the final
rule are part of usual and customary
business practice and do not create any
new burden for respondents, FDA is not
estimating the burden associated with
the information collection provisions in
this final rule.

The collection of information
requirements under §§606.121 and
606.122 are approved under OMB
control number 0910-0116; in § 640.70
have been approved under OMB control
number 0910-0338.

To comply with section 3506(c)(2)(A)
of the PRA (44 U.S.C. 3506(c)(2)(A)),
elsewhere in this Federal Register, FDA
is publishing a notice of the proposed
collection of information set forth in
this document. The collection of
information provisions of this final rule
have been submitted to OMB for review.
Prior to the effective date of this final
rule, FDA will publish a notice in the
Federal Register announcing OMB’s
decision to approve, modify, or
disapprove the new collection of
information provisions in this final rule.
An Agency may not conduct or sponsor,
and a person is not required to respond
to, a collection of information unless it
displays a currently valid OMB control
number.

IX. References

The following references have been
placed on display in the Division of
Dockets Management (HFA—-305), Food
and Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852,
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday. FDA has verified the
Web site addresses in this document,
but FDA is not responsible for
subsequent changes after this document
publishes in the Federal Register.

1. “Guideline for the Uniform Labeling of
Blood and Blood Components,” August
1985, http://www.fda.gov/downloads/
BiologicsBloodVaccines/
GuidanceComplianceRegulatory
Information/Guidances/Blood/
UCM080974.pdf.

2. “United States Industry Consensus
Standard for the Uniform Labeling of
Blood and Blood Components Using
ISBT 128,” November 2005, http://
www.fda.gov/downloads/
BiologicsBloodVaccines/Guidance
ComplianceRegulatorylnformation/
Guidances/Blood/UCM079159.pdf.

3. “Guidance for Industry: Recognition and
Use of a Standard for Uniform Blood and


http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM080974.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM080974.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM080974.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM080974.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM080974.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM079159.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM079159.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM079159.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM079159.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM079159.pdf

16

Federal Register/Vol. 77, No. 1/Tuesday, January 3, 2012/Rules and Regulations

Blood Component Container Labels,”
September 2006, http://www.fda.gov/
downloads/BiologicsBloodVaccines/
GuidanceComplianceRegulatory
Information/Guidances/Blood/
ucm079004.pdf.

List of Subjects

21 CFR Part 606

Blood, Labeling, Laboratories,
Reporting and recordkeeping
requirements.

21 CFR Part 610

Biologics, Labeling, Reporting and
recordkeeping requirements.

21 CFR Part 640

Blood, Labeling, Reporting and
recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, and the Public
Health Service Act, and under authority
delegated to the Commissioner of Food
and Drugs, 21 CFR parts 606, 610, and
640 are amended as follows:

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

m 1. The authority citation for 21 CFR
part 606 continues to read as follows:

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

m 2. Revise the heading for subpart G to
read as follows:

Subpart G—Additional Labeling
Standards for Blood and Blood
Components

m 3. Section 606.121 is revised to read
as follows:

§606.121 Container label.

(a) The container label requirements
are designed to facilitate the use of a
uniform container label for blood and
blood components intended for use in
transfusion or further manufacture by
all blood establishments.

(b) The label provided by the
collecting facility and the initial
processing facility must not be removed,
altered, or obscured, except that the
label may be altered to indicate the
proper name of the product, with any
appropriate modifiers and attributes,
and other information required to
identify accurately the contents of a
container after blood components
considered finished products have been
prepared.

(c) The container label must include
the following information, as well as
other specialized information as
required in this section for specific
products:

(1) The proper name of the product in
a prominent position, with any
appropriate modifiers and attributes.

(2) The name, address, unique facility
identifier, and, if a licensed product, the
license number of each manufacturer;
except the container label for blood and
blood components for further
manufacture is not required to include
a unique facility identifier.

(3) The donor or lot number relating
the unit to the donor. If pooled, all
donor numbers, all donation numbers,
or a pool number that is traceable to
each individual unit comprising the
pool.

(4)(i) The expiration date, including
the day, month, and year, and, if the
dating period for the product is 72 hours
or less, including any product prepared
in a system that might compromise
sterility, the hour of expiration.

(ii) If Source Plasma intended for
manufacturing into noninjectable
products is pooled, the expiration date
for the pool is determined from the
collection date of the oldest unit in the
pool, and the pooling records must
show the collection date for each unit in
the pool.

(5) For Whole Blood, Plasma,
Platelets, and partial units of Red Blood
Cells, the volume of the product,
accurate to within £10 percent; or
optionally for Platelets, the volume or
volume range within reasonable limits.

(6) Where applicable, the name and
volume of source material.

(7) The recommended storage
temperature (in degrees Celsius).

(8) If the product is intended for
transfusion, the statements:

(i) “Rx only.”

(ii) ““See circular of information for
indications, contraindications, cautions,
and methods of infusion.”

(iii) “Properly identify intended
recipient.”

(iv) “This product may transmit
infectious agents.”

(v) The appropriate donor
classification statement, i.e., “paid
donor” or “volunteer donor,” in no less
prominence than the proper name of the
product.

(A) A paid donor is a person who
receives monetary payment for a blood
donation.

(B) A volunteer donor is a person who
does not receive monetary payment for
a blood donation.

(C) Benefits, such as time off from
work, membership in blood assurance
programs, and cancellation of
nonreplacement fees that are not readily
convertible to cash, do not constitute
monetary payment within the meaning
of this paragraph.

(9) If the product is intended for
transfusion or as is otherwise

appropriate, the ABO group and Rh type
of the donor must be designated
conspicuously. For Cryoprecipitated
Antihemophiliac Factor (AHF), the Rh
type may be omitted. The Rh type must
be designated as follows:

(i) If the test using Anti-D Blood
Grouping Reagent is positive, the
product must be labeled: “Rh positive.”

(ii) If the test using Anti-D Blood
Grouping Reagent is negative, but the
test for weak D (formerly D,) is positive,
the product must be labeled: “Rh
positive.”

(iii) If the test using Anti-D Blood
Grouping Reagent is negative and the
test for weak D (formerly D,,) is negative,
the product must be labeled: “Rh
negative.”

(10) If the product is not intended for
transfusion, a statement as applicable:
“Caution: For Manufacturing Use
Only,” or “Caution: For Use in
Manufacturing Noninjectable Products
Only,” or other cautionary statement as
approved by the Director, Center for
Biologics Evaluation and Research
(CBER).

(11) If the product is intended for
further manufacturing use, a statement
listing the results of all the tests for
communicable disease agents required
under § 610.40 of this chapter for which
the donation has been tested and found
negative; except that the container label
for Source Plasma is not required to list
the negative results of serological
syphilis testing under §§610.40(i) and
640.65(b) of this chapter.

(12) The blood and blood components
must be labeled in accordance with
§610.40 of this chapter, when the
donation is tested and demonstrates
evidence of infection due to a
communicable disease agent(s).

(13) The container label of blood or
blood components intended for
transfusion must bear encoded
information in a format that is machine-
readable and approved for use by the
Director, CBER.

(i) Who is subject to this machine-
readable requirement? All blood
establishments that manufacture,
process, repack, or relabel blood or
blood components intended for
transfusion and regulated under the
Federal Food, Drug, and Cosmetic Act
or the Public Health Service Act.

(ii) What blood products are subject to
this machine-readable requirement? All
blood and blood components intended
for transfusion are subject to the
machine-readable information label
requirement in this section.

(iii) What information must be
machine-readable? Each label must
have machine-readable information that
contains, at a minimum:


http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/ucm079004.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/ucm079004.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/ucm079004.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/ucm079004.pdf
http://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/ucm079004.pdf
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(A) A unique facility identifier;

(B) Lot number relating to the donor;

(C) Product code; and

(D) ABO and Rh of the donor, except
as described in paragraphs (c)(9) and
(1)(5) of this section.

(iv) How must the machine-readable
information appear? The machine-
readable information must:

(A) Be unique to the blood or blood
component;

E)Be surrounded by sufficient blank
space so that the machine-readable
information can be scanned correctly;
and

(C) Remain intact under normal
conditions of use.

(v) Where does the machine-readable
information go? The machine-readable
information must appear on the label of
any blood or blood component which is
or can be transfused to a patient or from
which the blood or blood component
can be taken and transfused to a patient.

(d) Unless otherwise approved by the
Director, CBER, the container label for
blood and blood components intended
for transfusion must be white and print
must be solid black, with the following
additional exceptions:

(1) The ABO and Rh blood groups
must be printed as follows:

(i) Rh positive: Use black print on
white background and use solid black or
other solid color for ABO.

(ii) Rh negative: Use white print on
black background for Rh and use black
outline on a white background for ABO.

(2) The proper name of the product,
with any appropriate modifiers and
attributes, the donor classification
statement, and the statement ‘“properly
identify intended recipient” may be
printed in solid red or in solid black.

(3) The following color scheme may
be used for differentiating ABO Blood
groups:

Blood group ng‘ralof
O e Blue
A e Yellow
B Pink
AB e White

(4) Special labels, such as those
described in paragraphs (h) and (i) of
thls section, may be color-coded.

e) Container %/abel requirements for
partlcular products or groups of
products.

(1) Whole Blood labels must include:

(i) The name of the applicable
anticoagulant approved for use by the
Director, CBER.

(ii) The volume of anticoagulant.

(iii) If tests for unexpected antibodies
are positive, blood intended for
transfusion must be labeled: “Contains
(name of antibody).”

(2) Except for frozen, deglycerolized,
or washed Red Blood Cell products, Red
Blood Cell labels must include:

(i) The type of anticoagulant, and if
applicable, the volume of Whole Blood
and type of additive solution, with
which the product was prepared.

(ii) If tests for unexpected antibodies
are positive and the product is intended
for transfusion, the statement: “Contains
(name of antibody).”

(3) If tests for unexpected antibodies
are positive, Plasma intended for
transfusion must be labeled: “Contains
(name of antibody).”

(4) Recovered plasma labels must
include:

(i) In lieu of an expiration date, the
date of collection of the oldest material
in the container.

(ii) For recovered plasma not meeting
the requirements for manufacture into
licensable products, the statement: “Not
for Use in Products Subject to License
Under Section 351 of the Public Health
Service Act.”

(iii) The type of anticoagulant with
which the product was prepared.

(5) Source Plasma labels must include
the following information:

(i) The cautionary statement, as
specified in paragraph (c)(10) of this
section, must follow the proper name
with any appropriate modifiers and
attributes and be of similar prominence
as the proper name.

(ii) The statement ‘‘Store at — 20 °C or
colder,” provided, that where plasma is
intended for manufacturing into
noninjectable products, this statement
may be replaced by a statement of the
temperature appropriate for
manufacture of the final product to be
prepared from the plasma.

(iii) The total volume or weight of
plasma and total quantity and type of
anticoagulant used.

(iv) When plasma collected from a
donor is reactive for a serologic test for
syphilis, a statement that the plasma is
reactive and must be used only for the
manufacturing of positive control
reagents for the serologic test for
syphilis.

(v) Source Plasma diverted for Source
Plasma Salvaged must be relabeled
“Source Plasma Salvaged” as prescribed
in § 640.76 of this chapter. Immediately
following the proper name of the
product, with any appropriate modifiers
and attributes, the labeling must
prominently state as applicable,
“STORAGE TEMPERATURE
EXCEEDED - 20 °C” or “SHIPPING
TEMPERATURE EXCEEDED -5 °C.”

(vi) A statement as to whether the
plasma was collected from normal
donors, or from donors in specific
collection programs approved by the

Director, CBER. In the case of specific
collection programs, the label must state
the defining characteristics of the
plasma. In the case of immunized
donors, the label must state the
immunizing antigen.

(f) Blood and blood components
determined to be unsuitable for
transfusion must be prominently labeled
“NOT FOR TRANSFUSION,” and the
label must state the reason the unit is
considered unsuitable. The provision
does not apply to blood and blood
components intended solely for further
manufacture.

(g) [Reserved]

(h) The following additional
information must appear on the label for
blood and blood components shipped in
an emergency prior to completion of
required tests, in accordance with
§610.40(g) of this chapter:

(1) The statement: “FOR
EMERGENCY USE ONLY BY ’

(2) Results of any tests prescribed
under §§610.40 and 640.5(a), (b), or (c)
of this chapter completed before
shipment.

(3) Indication of any tests prescribed
under §§610.40 and 640.5(a), (b), or (c)
of this chapter not completed before
shipment.

(i) The following additional
information must appear on the label for
blood and blood components intended
for autologous transfusion:

(1) Information adequately identifying
the patient, e.g., name, date of birth,
hospital, and identification number.

(2) Date of donation.

(3) The statement: “AUTOLOGOUS
DONOR.”

(4) The ABO and Rh blood group and
type, except as provided in paragraph
(c)(9) of this section.

(5) Each container of blood and blood
component intended for autologous use
and obtained from a donor who fails to
meet any of the donor suitability
requirements under § 640.3 of this
chapter or who is reactive to or positive
for one or more tests for evidence of
infection due to communicable disease
agents under § 610.40 of this chapter
must be prominently and permanently
labeled “FOR AUTOLOGOUS USE
ONLY” and as otherwise required under
§610.40 of this chapter. Such units also
may have the ABO and Rh blood group
and type on the label.

(6) Units of blood and blood
components originally intended for
autologous use, except those labeled as
prescribed under paragraph (i)(5) of this
section, may be issued for allogeneic
transfusion provided the container label
complies with all applicable provisions
of paragraphs (b) through (e) of this
section. In such case, the special label
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required under paragraphs (i)(1), (i)(2),
and (i)(3) of this section must be
removed or otherwise obscured.

(j) A tie-tag attached to the container
may be used for providing the
information required by paragraphs
(e)(1)(iii), (e)(2)(ii), and (e)(3), (h), or
1)(1), (1)(2), and (i)(3) of this section.

W 4. Section 606.122 is amended by:
m a. Revising the section heading;
m b. Revising the introductory text;
m c. Revising paragraphs (e), (f), (m)(2),
(m)(3), and (m)(5); and
m d. Revising the introductory text in
paragraphs (k), (1), (m), and (n).
The revisions read as follows:

§606.122 Circular of information.

A circular of information must be
available for distribution if the product
is intended for transfusion. The circular
of information must provide adequate
directions for use, including the

following information:
* * * * *

(e) A statement that the product was
prepared from blood that was found
negative when tested for communicable
disease agents, as required under
§610.40 of this chapter (include each
test that was performed).

(f) The statement: “Warning: The risk
of transmitting infectious agents is
present. Careful donor selection and
available laboratory tests do not
eliminate the hazard.”

* * * * *

(k) For Red Blood Cells, the circular
of information must contain:
* * * * *

(1) For Platelets, the circular of
information must contain:
* * * * *

(m) For Plasma, the circular of
information must contain:

(1) * % %

(2) Instructions to thaw the frozen
product at a temperature appropriate for
the product.

(3) When applicable, instructions to
begin administration of the product
within a specified time after thawing.

* * * * *

(5) A statement that this product has
the same risk of transmitting infectious
agents as Whole Blood; other plasma
volume expanders without this risk are
available for treating hypovolemia.

(n) For Cryoprecipitated AHF, the

circular of information must contain:
* * * * *

m 6. Section 606.170 is amended by

revising paragraph (b) to read as follows:

§606.170 Adverse reaction file.

* * * * *

(b) When a complication of blood
collection or transfusion is confirmed to

be fatal, the Director, Office of
Compliance and Biologics Quality,
CBER, must be notified by telephone,
facsimile, express mail, or electronically
transmitted mail as soon as possible. A
written report of the investigation must
be submitted to the Director, Office of
Compliance and Biologics Quality,
CBER, by mail, facsimile, or
electronically transmitted mail (for
mailing addresses, see § 600.2 of this
chapter), within 7 days after the fatality
by the collecting facility in the event of
a donor reaction, or by the facility that
performed the compatibility tests in the
event of a transfusion reaction.

PART 610—GENERAL BIOLOGICAL
PRODUCTS STANDARDS

m 7. The authority citation for 21 CFR
part 610 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 360, 360c, 360d, 360h, 360i, 371,
372, 374, 381; 42 U.S.C. 216, 262, 263, 263a,
264.

m 8. Section 610.40 is amended by
revising paragraphs (h)(2)(ii)(B) and (i)
to read as follows:

§610.40 Test requirements.

* * * * *
(h) *
(2)
(ii) *

(B) You must appropriately label such
blood or blood components as required
under § 606.121 of this chapter, and
with the “BIOHAZARD” legend;

* * * * *

L
* %
* %

(i) Syphilis testing. In addition to the
testing otherwise required under this
section, you must test by a serological
test for syphilis under §§ 640.5(a),
640.14, 640.23(a), 640.33(a), 640.53(a),
and 640.65(b)(1) and (b)(2) of this
chapter.

PART 640—ADDITIONAL STANDARDS
FOR HUMAN BLOOD AND BLOOD
PRODUCTS

m 9. The authority citation for 21 CFR
part 640 continues to read as follows:
Authority: 21 U.S.C. 321, 351, 352, 353,

355, 360, 371; 42 U.S.C. 216, 262, 263, 263a,
264.

§640.70 [Removed]

m 10. Section 640.70 is removed.

m 11. Section 640.74 is amended by
revising paragraph (b)(4) to read as
follows:

§640.74 Modification of Source Plasma.
* * * * *

(b) * * %

(4) The label affixed to each container
of Source Plasma Liquid shall contain,

in addition to the information required
by §606.121 of this chapter, but
excluding § 606.121(e)(5)(ii) of this
chapter, the name of the manufacturer
of the final blood derivative product for

whom it was prepared.
* * * * *

Dated: December 22, 2011.
Leslie Kux,
Acting Assistant Commissioner for Policy.
[FR Doc. 2011-33554 Filed 12-30~11; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF LABOR

Occupational Safety and Health
Administration

29 CFR Part 1915
RIN 1218-AB50

General Working Conditions in
Shipyard Employment; Approval of
Information Collection Requirements

AGENCY: Occupational Safety and Health
Administration (OSHA), Labor.

ACTION: Final rule; notice of Office of
Management and Budget (OMB)
approval of collection of information
requirements.

SUMMARY: OSHA is announcing that
OMB approved the collection of
information requirements contained in
the General Working Conditions
Standard under the Paperwork
Reduction Act of 1995. The OMB
approval number is 1218-0259.

DATES: The rule is effective January 3,
2012. The final rule, published May 2,
2011 (76 FR 24576), became effective
and enforceable on August 1, 2011,
except for the provisions in § 1915.89,
which became effective and enforceable
on October 31, 2011.

FOR FURTHER INFORMATION CONTACT:
Theda Kenney, OSHA, Directorate of
Standards and Guidance, U.S.
Department of Labor, Room N-3609,
200 Constitution Avenue NW.,
Washington, DC 20210; telephone (202)
693-2222.

SUPPLEMENTARY INFORMATION: OSHA
published a final rule for General
Working Conditions in Shipyard
Employment on May 2, 2011 (76 FR
24576), updating existing requirements
to reflect advances in industry practices
and technology, consolidating some
general safety and health requirements
into one subpart, and providing
hazardous energy protection not
addressed in the existing standard.

As required by the Paperwork
Reduction Act of 1995, the Federal
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Register notice for the General Working
Conditions in Shipyard Employment
final rule stated that compliance with
the collection of information
requirements was not required until
OMB approved these requirements, and
that the Department of Labor would
publish a notice in the Federal Register
announcing that OMB approved and
assigned a control number to the
requirements. See 76 FR 24695. Under
5 CFR 1320.5(b), an agency may not
conduct or sponsor a collection of
information unless: (1) The collection of
information displays a currently valid
OMB control number, and (2) the
agency informs those members of the
public who must respond to the
collection of information that they are
not required to respond to the collection
of information unless it displays a
currently valid OMB control number.

On May 2, 2011, OSHA submitted the
General Working Conditions in
Shipyard Employment (29 CFR part
1915, subpart F) Information Collection
Request for the final rule to OMB for
approval in accordance with the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520). On October 31,
2011, OMB approved the collections of
information contained in the final rule
and assigned this collection OMB
Control Number 1218-0259.

List of Subjects in 29 CFR Part 1915

Occupational safety and health,
reporting, Recordkeeping requirements,
Hazards in general working condition in
shipyard employment.

Authority and Signature

David Michaels, Ph.D., MPH,
Assistant Secretary of Labor for
Occupational Safety and Health,
directed the preparation of this notice.
The authority for this notice is the
Paperwork Reduction Act of 1995 (44
U.S.C. 3506 et seq.), and Secretary of
Labor’s Order No. 4-2010 (75 FR
55355).

Signed at Washington, DC, on December
22,2011.

David Michaels,

Assistant Secretary of Labor for Occupational
Safety and Health.

Amendments to Standard

For the reasons stated in the preamble
to the final rule, the Occupational Safety
and Health Administration amends 29
CFR part 1915 to read as follows:

PART 1915—[AMENDED]
Subpart F—[Amended]

m Amend § 1915.8, by adding to the
table the entries “1915.83, 1915.87,

1915.88, and 1915.89” in the proper
numerical sequence as follows:

§1915.8 OMB control numbers under the
Paperwork Reduction Act.

* * * * *

29 CFR citation OMﬁfomm'

0.
1915.83 1218-0259
1915.87 1218-0259
1915.88 1218-0259
1915.89 1218-0259

[FR Doc. 2011-33260 Filed 12—30-11; 8:45 am]
BILLING CODE 4510-26-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R02-OAR-2011-0607; FRL-9611-2]

Approval and Promulgation of Air
Quality Implementation Plans; State of
New Jersey; Regional Haze State
Implementation Plan

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

SUMMARY: The Environmental Protection
Agency (EPA) is approving the revision
to the New Jersey State Implementation
Plan, submitted by the State of New
Jersey. The revision addresses Clean Air
Act requirements and EPA’s rules for
states to prevent and remedy future and
existing anthropogenic impairment of
visibility in mandatory Class I areas
through a regional haze program. EPA’s
approval includes but is not limited to
New Jersey’s plans to implement
Reasonable Progress Goals, Best
Available Retrofit Technologies on
eligible sources, as well as New Jersey’s
Subchapter 9, Sulfur in Fuels rule and
source-specific SIP revisions.

DATES: Effective Date: This rule is
effective on February 2, 2012.
ADDRESSES: EPA has established a
docket for this action under Docket ID
No. EPA-R02-0OAR-2011-0607. All
documents in the docket are listed on
the www.regulations.gov Web site.
Although listed in the index, some
information is not publicly available,
e.g., CBI or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either electronically through

www.regulations.gov or in hard copy at
the Environmental Protection Agency,
Region II Office, Air Programs Branch,
290 Broadway, 25th Floor, New York,
New York 10007-1866. This Docket
Facility is open from 8:30 a.m. to 4:30
p.m., Monday through Friday, excluding
legal holidays. The Docket telephone
number is (212) 637—4249.

FOR FURTHER INFORMATION CONTACT:
Robert F. Kelly, State Implementation
Planning Section, Air Programs Branch,
EPA Region 2, 290 Broadway, New
York, New York 10007-1866. The
telephone number is (212) 637—4249.
Mr. Kelly can also be reached via
electronic mail at kelly.bob@epa.gov.

SUPPLEMENTARY INFORMATION:
Table of Contents

I. What action is EPA taking?

1I. Did NJ adopt BART requirements
consistent with EPA’s proposal?

III. What comments did EPA receive in
response to its proposal?

IV. What are EPA’s conclusions?

V. Statutory and Executive Order Reviews

I. What action is EPA taking?

EPA is approving a revision to New
Jersey’s State Implementation Plan (SIP)
submitted on July 28, 2009, that
addressed progress toward reducing
regional haze for the first
implementation period ending in 2018.
The initial submittal was supplemented
by a December 9, 2010 submittal
transmitting New Jersey’s adopted
regulation Subchapter 9 Sulfur in Fuel,
lowering the sulfur content in fuel oil,

a March 2, 2011 submittal which
included Best Available Retrofit
Technologies (BART) determinations
and controls, and a December 7, 2011
submittal including Air Pollution
Control Operating Permits for sources
that require BART reductions, as listed
in the regulatory section of this action.

EPA determined that New Jersey’s
Regional Haze Plan contains the
emission reductions needed to achieve
New Jersey’s share of emission
reductions that were determined to be
reasonable through the regional
planning process. Furthermore, New
Jersey’s Regional Haze Plan ensures that
emissions from the State will not
interfere with the Reasonable Progress
Goals (RPGs) for neighboring States’
Class I areas. Thus, EPA is approving
into the SIP the Regional Haze Plan
submitted by New Jersey on July 28,
2009 and supplemented on December 9,
2010, March 2, 2011, and December 7,
2011 as satisfying the requirements of
the Clean Air Act. EPA is taking this
action pursuant to Section 110 of the
Act.
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For additional details on EPA’s
analysis and findings the reader is
referred to the proposal published in the
August 11, 2011 Federal Register (76 FR
49711) and a more detailed discussion
as contained in the Technical Support
Document which is available on line at
http://www.regulations.gov, Docket
number EPA-R02-OAR-2011-0607.

II. Did NJ adopt BART requirements
consistent with EPA’s proposal?

On December 7, 2011, New Jersey
submitted to EPA the adopted
supplement, of the March 3, 2011 draft
which EPA parallel processed in the
August 11, 2011 Federal Register. The
December 7, 2011 supplement consists
of an addendum to New Jersey’s BART
Technical Support Document, final
permit modifications to satisfy BART,
public notice affidavits and other
administrative documents. This
supplement to the SIP is included in the
Docket and may be viewed by the reader
at www.regulations.gov.

New Jersey did not make any
substantive changes to the source
specific operating permits to incorporate
BART other than those discussed in
EPA’s August 11, 2011 proposal. Since
no substantial changes were made from
the proposal, and the SIP revision has
been adopted by New Jersey and
submitted formally to EPA for
incorporation into the SIP, EPA is
approving New Jersey’s Regional Haze
Plan, including BART.

III. What comments did EPA receive in
response to its proposal?

Two comments were received on
EPA’s August 11, 2011 proposal. The
first requested that EPA review more
closely New Jersey’s prescribed burning
program. New Jersey allows, by permit
only, prescribed burning in order to
reduce the likelihood of larger fires that
would reduce visibility at Class I areas
in New Jersey and other states. EPA
acknowledges this comment.

The second comment was from the
Pillsbury LLP law firm on behalf of B.L.
England’s Cape May power plant.
Pillsbury commented that the plant was
ready to operate before August 7, 19621
and was delayed due to forces outside
the control of facility. Pillsbury
submitted extensive comments based on
its review of the legislative history of
this portion of the Clean Air Act.

New Jersey has determined that the
Cape May facility is eligible for BART
controls whether or not Unit 1 is

10ne of the criteria to be classified as BART
eligible is that the emission unit was in existence
on August 7, 1977 and begun operation after August
7, 1962 (see section 169A(b)(2)(A) of the Act and
40 CFR part 51, appendix Y).

determined to be BART-eligible, and
EPA supports New Jersey’s
determination. In addition, the Clean
Air Act requires states to adopt
reasonable controls as necessary to
make reasonable progress towards
improving visibility.

Based on New Jersey’s analysis, the
controls New Jersey has required for this
facility under an existing
Administrative Consent Order are
reasonable and would be enforced on
the Cape May facility, even if it were not
eligible for BART emission controls.
EPA agrees with New Jersey’s
determination of emission control
requirements for this facility.

IV. What are EPA’s conclusions?

EPA has evaluated the proposed
revision to the SIP submitted by the
State of New Jersey that addresses
regional haze for the first planning
period from 2008 through 2018. EPA is
approving the revision to the SIP, which
addresses the Regional Haze
requirements of the Clean Air Act. This
approval includes but is not limited to
the Reasonable Progress portion of the
plan, New Jersey’s implementation of
Best Available Retrofit Technologies on
eligible sources, and New Jersey’s
Subchapter 9, Sulfur in Fuels rule.

V. Statutory and Executive Order
Reviews

Under the Clean Air Act, the
Administrator is required to approve a
SIP submission that complies with the
provisions of the Act and applicable
Federal regulations. 42 U.S.C. 7410(k);
40 CFR 52.02(a). Thus, in reviewing SIP
submissions, EPA’s role is to approve
state choices, provided that they meet
the criteria of the Clean Air Act.
Accordingly, this action merely
approves state law as meeting Federal
requirements and does not impose
additional requirements beyond those
imposed by state law. For that reason,
this action:

¢ Is not a “significant regulatory
action” subject to review by the Office
of Management and Budget under
Executive Order 12866 (58 FR 51735,
October 4, 1993);

e Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

o Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act
(5 U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described

in the Unfunded Mandates Reform Act
0f 1995 (Pub. L. 104—4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

¢ Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

e Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the Clean Air Act;
and

¢ Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, this rule does not have
tribal implications as specified by
Executive Order 13175 (65 FR 67249,
November 9, 2000), because the SIP is
not approved to apply in Indian country
located in the state, and EPA notes that
it will not impose substantial direct
costs on tribal governments or preempt
tribal law.

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 action 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. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by March 5, 2012.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this action for
the purposes of judicial review nor does
it extend the time within which a
petition for judicial review may be filed,
and shall not postpone the effectiveness
of such rule or action. This action may
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not be challenged later in proceedings to
enforce its requirements. (See section
307(b)(2)).
List of Subjects in 40 CFR Part 52
Environmental protection, Air
pollution control, Incorporation by
reference, Nitrogen dioxide, Particulate
matter, Reporting and recordkeeping
requirements, Sulfur oxides, Volatile
organic compounds.
Dated: December 13, 2011.
Judith A. Enck,
Regional Administrator, Region 2.
Part 52, chapter I, title 40 of the Code

of Federal Regulations is amended as
follows:

PART 52—[AMENDED]

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

Authority: 42 U.S.C. 7401 et seq.
Subpart FF—New Jersey

m 2. Section 52.1570 is amended by
adding new paragraph (c)(91) to read as
follows:

§52.1570 Identification of plan.
* * * * *
(C) * *x %

(91) A revision submitted on July 28,
2009, as supplemented on December 9,
2010, March 2, 2011 and December 7,
2011, by the New Jersey Department of
Environmental Protection (NJDEP) that
addresses the regional haze
requirements of Clean Air Act section
169A. The December 9, 2010 submittal
also addresses an element of the PM- 5
SIP revision.

(i) Incorporation by reference:

(A) Amendments to New Jersey
Administrative Code, Title 7, Chapter 27
(NJAC 7:27) Subchapter 9, “Sulfur In
Fuels,” Section 9.2 Sulfur content

standards, with effective date of
September 20, 2010 and operative date
of October 25, 2010.

(B) The following Air Pollution
Control Operating Permit, Significant
Modifications and Preconstruction
Approvals:

(1) PSEG Fossil LLC Hudson
Generating Station dated March 8, 2011,
Permit BOP110001, Program Interest
12202 for units: U1-OS Summary, Ul-
081, U1-0S2, U2-0S Summary, U15-
OS Summary and U16-0S Summary.

(2) Chevron Products Company dated
March 4, 2011, Permit BOP100001,
Program Interest 18058 for unit 15,
process heaters: OS Summary (E1501
and E1502).

(3) ConocoPhillips (Linden City)
dated September 21, 2011, Permit
BOP110001, Program Interest 41805 for
unit 3, process heaters: OS Summary,
0S1-E241, OS2-E243, OS3-E245, OS4—
E246, OS5-E247, OS6-E248, OS7-E249,
0S8-E250, 0S11-E242, OS13-E253,
and OS15-E258.

(4) Vineland Municipal Electric
Utility—Howard M. Down dated
September 26, 2011, Permit BOP110001,
Program Interest 75507 for units: U10-
OS Summary, U10-0S2, U10-0S3, and
U22-0S Summary.

(5) BL England Generating Station
dated December 16, 2010, Permit
BOP100003, Program Interest 73242 for
units: GR2 U2, U1-0S Summary, Ul-
0S1, U2-0S Summary, U2-0S81, U3—
OS Summary, U3-08S1, U6-0S
Summary, U6-0S1, U7-0S1, U7-0S2,
U7-0S4, U7-0S5, U7-0S6, U7-0S7,
U7-0S10, U7-0S11, U7-0S12, U8-0OS
Summary, and U8—0OS1.

(ii) Additional information.

(A) Letter dated December 9, 2010
from Commissioner Bob Martin, NJDEP,
to Regional Administrator Judith A.
Enck, EPA Region 2, submitting the SIP
revision containing Subchapter 9.

(B) December 7, 2011, letter from
Director William O’Sullivan, NJDEP, to
Acting Director John Filippelli, Division
of Environmental Planning and
Protection, EPA Region 2, submitting a
supplement to the 2009 Regional Haze
SIP which contains the Best Available
Retrofit Technology (BART)
determinations and enforceable BART
emission limits for five facilities.

m 3. Section 52.1573 is amended by
designating the existing paragraph as
paragraph (a), and adding a new
paragraph (b) to read as follows:

§52.1573 Approval status.

* * * * *

(b) Visibility protection. EPA approves
the Regional Haze SIP revision
submitted by the New Jersey
Department of Environmental Protection
on July 28, 2009, as supplemented on
December 9, 2010, March 2, 2011 and
December 7, 2011 as meeting the
requirements of Clean Air Act section
169A and 40 CFR 51.308. In particular,
EPA approves the New Jersey Regional
Haze SIP as meeting the requirements of
40 CFR 51.308(e) regarding Best
Available Retrofit Technology and 40
CFR 51.308(d)(2) and (d)(4)(v) regarding
the calculation of baseline and natural
conditions for the Brigantine Wilderness
Area of the Edwin B. Forsythe National
Wildlife Refuge, and the statewide
inventory of emissions of pollutants that
are reasonably anticipated to cause or
contribute to visibility impairment in
any mandatory Class I Federal Area.

W 4.In §52.1605 the table is amended
by revising the entry for “Title 7,
Chapter 27: Subchapter 9” to read as
follows:

§52.1605 EPA-approved New Jersey
regulations.

State effective

State regulation date EPA approved date Comments
Title 7, Chapter 27
Subchapter 9, “Sulfur in Sept. 9, 2010 .... 1/3/12 [Insert Federal Reg- Sulfur dioxide “bubble” permits issued by the State pursuant
Fuels*. ister page citation]. to §9.2 and not waived under the provisions of §9.4 be-
come applicable parts of the SIP only after receiving EPA
approval as a SIP revision.

m 5. Section 52.1606 is revised to read
as follows:

§52.1606 Visibility protection.

(a) The requirements of section 169A
of the Clean Air Act are not met because
the plan does not include approvable
procedures meeting the requirement of

40 CFR 51.307, New source review, for
protection of visibility in mandatory
Class I Federal areas.

(b) Regulations for new source review.
The provisions of § 52.28 are hereby
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incorporated and made part of the
applicable plan for the State of New
Jersey.

[FR Doc. 2011-33666 Filed 12-30-11; 8:45 am|
BILLING CODE 6560-50-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF THE TREASURY

Office of the Comptroller of the
Currency

12 CFR Part 44

[Docket No. OCC-2011-0014]

RIN 1557-AD44

FEDERAL RESERVE SYSTEM

12 CFR Part 248
[Docket No. 2011-1432]
RIN 7100-AD 82

FEDERAL DEPOSIT INSURANCE
CORPORATION

12 CFR Part 351
RIN 3064—-AD85

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Part 255
[Release No. 34-66057; File No. S7-41-11]
RIN 3235-AL07

Prohibitions and Restrictions on
Proprietary Trading and Certain
Interests in, and Relationships With,
Hedge Funds and Private Equity Funds

AGENCIES: Office of the Comptroller of
the Currency, Treasury (OCC); Board of
Governors of the Federal Reserve
System (Board); Federal Deposit
Insurance Corporation (FDIC); and U.S.
Securities and Exchange Commission
(SEC).

ACTION: Proposed rule; extension of
comment period.

SUMMARY: On November 7, 2011, the
OCC, Board, FDIC, and SEC
(collectively, the “Agencies”) published
in the Federal Register a joint notice of
proposed rulemaking for public
comment to implement section 619 of
the Dodd-Frank Wall Street Reform and
Consumer Protection Act (“‘Dodd-Frank
Act”’) which contains certain

prohibitions and restrictions on the

ability of a banking entity and nonbank

financial company supervised by the

Board to engage in proprietary trading

and have certain interests in, or

relationships with, a hedge fund or
private equity fund (“proposed rule”).
Due to the complexity of the issues
involved and to facilitate coordination
of the rulemaking among the
responsible agencies as provided in
section 619 of the Dodd-Frank Act, the

Agencies have determined that an

extension of the comment period until

February 13, 2012 is appropriate. This

action will allow interested persons

additional time to analyze the proposed
rules and prepare their comments.

DATES: Comments on the proposed rule

must be received on or before February

13, 2012.

ADDRESSES: You may submit comments

by any of the methods identified in the

proposed rule.! Please submit your
comments using only one method.

FOR FURTHER INFORMATION CONTACT:

OCC: Deborah Katz, Assistant Director,
or Ursula Pfeil, Counsel, Legislative
and Regulatory Activities Division,
(202) 874-5090; Roman Goldstein,
Senior Attorney, Securities and
Corporate Practices Division, (202)
874-5210; Kurt Wilhelm, Director for
Financial Markets Group, (202) 874—
4660; Stephanie Boccio, Technical
Expert for Asset Management Group,
or Joel Miller, Group Leader for Asset
Management Group, (202) 8744660,
Office of the Comptroller of the
Currency, 250 E Street SW.,
Washington, DC 20219.

Board: Christopher M. Paridon,
Counsel, Legal Division, (202) 452—
3274; Sean D. Campbell, Deputy
Associate Director, Division of
Research and Statistics, (202) 452—
3761; David Lynch, Manager, (202)
452-2081, or Jeremy R. Newell,
Division of Bank Supervision and
Regulation, (202) 452—3239, Board of
Governors of the Federal Reserve
System, 20th and C Streets NW.,
Washington, DC 20551.

FDIC: Bobby R. Bean, Associate
Director, Capital Markets (202) 898—
6705, or Karl R. Reitz, Senior Capital
Markets Specialist, (202) 898—6775,
Division of Risk Management
Supervision; Michael B. Phillips,
Counsel, (202) 898-3581, or Gregory

1 See 76 FR 68846.

S. Feder, Counsel, (202) 898—8724,
Legal Division, Federal Deposit
Insurance Corporation, 550 17th
Street NW., Washington, DC 20429-
0002.

SEC: Josephine Tao, Assistant Director,
Elizabeth Sandoe, Senior Special
Counsel, David Bloom, Branch Chief,
or Angela Moudy, Attorney Advisor,
Office of Trading Practices, Division
of Trading and Markets, (202) 551—
5720; Daniel S. Kahl, Assistant
Director, Tram N. Nguyen, Branch
Chief, Michael J. Spratt, Senior
Counsel, Paul Schlichting, Senior
Counsel, or Parisa Haghshenas, Law
Clerk, Office of Investment Adviser
Regulation, Division of Investment
Management, (202) 551-6787, U.S.
Securities and Exchange Commission,
100 F Street NE., Washington, DC
20549.

SUPPLEMENTARY INFORMATION: On
November 7, 2011, the proposed rule
was published in the Federal Register.2
The proposed rule implements section
619 of the Dodd-Frank Act which added
a new section 13 to the Bank Holding
Company Act of 1956 (“BHC Act”’) and
contains certain prohibitions and
restrictions on the ability of a banking
entity and nonbank financial company
supervised by the Board to engage in
proprietary trading and have certain
interests in, or relationships with, a
hedge fund or private equity fund.

In recognition of the complexities of
the issues involved and the variety of
considerations involved in its impact
and implementation, the Agencies
requested that commenters respond to
numerous questions. The proposed rule
stated that the public comment period
would close on January 13, 2012.3

The Agencies have received requests
from the public for an extension of the
comment period to allow for additional
time for comments related to the
provisions of the proposed rule. The
Agencies believe that the additional
period for comment will facilitate
public comment on the provisions of the
proposed rule and the questions posed
by the Agencies, and coordination of the

2 See id.

3 See id.

4 See, e.g., comment letters to the Agencies from
Center for Capital Markets Competitiveness of the
U.S. Chamber of Commerce (November 17, 2011);
American Bankers Association et al. (November 30,
2011); and Representative Neugebauer et al.
(December 20, 2011).
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rulemaking among the responsible
agencies as provided in section 619 of
the Dodd-Frank Act. Therefore, the
Agencies are extending the comment
period for the proposed rule from
January 13, 2012 to February 13, 2012.

Dated: December 22, 2011.
John Walsh,
Acting Comptroller of the Currency.

By order of the Board of Governors of the
Federal Reserve System, acting through the
Secretary under delegated authority,
December 23, 2011.

Jennifer J. Johnson,
Secretary of the Board.

By delegated authority from the Board of
Directors of the Federal Deposit Insurance
Corporation.

Federal Deposit Insurance Corporation.
Robert E. Feldman,
Executive Secretary.

By the Securities and Exchange
Commission.

Dated: December 23, 2011.
Kevin M. O’Neill,
Deputy Secretary.
[FR Doc. 2011-33623 Filed 12—-30-11; 8:45 am]
BILLING CODE 4810-33-P; 6714-10-P; 6210-01-P

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Part 230
[Release No. 34-66058; File No. S7-38-11]
RIN 3235-AL04

Prohibition Against Conflicts of
Interest in Certain Securitizations

AGENCY: Securities and Exchange
Commission.

ACTION: Proposed rule; extension of
comment period.

SUMMARY: The Securities and Exchange
Commission is extending the comment
period for a release proposing a new
rule to implement Section 621 of the
Dodd-Frank Wall Street Reform and
Consumer Protection Act of 2010 (the
“Dodd-Frank Act”’) on material conflicts
of interest in connection with certain
securitizations (the “ABS Conflicts
Proposal”). The original comment
period for the ABS Conflicts Proposal
was scheduled to end on December 19,
2011. On December 13, 2011, the
comment period was extended until
January 13, 2012. Today, the
Commission is again extending the time
period in which to provide the
Commission with comments on the ABS
Conflicts Proposal until February 13,
2012. This action will allow interested

persons additional time to analyze the
issues and prepare their comments.

DATES: Comments should be received on
or before February 13, 2012.

ADDRESSES: Comments may be
submitted by any of the following
methods:

Electronic Comments

Use the Commission’s Internet
comment form (http://www.sec.gov/
rules/proposed.shtml);

¢ Send an email to rule-
comments@sec.gov. Please include File
Number S7-38—11 on the subject line;
or

e Use the Federal Rulemaking Portal
(http://www.regulations.gov). Follow the
instructions for submitting comments.

Paper Comments

e Send paper comments in triplicate
to Elizabeth M. Murphy, Secretary,
Securities and Exchange Commission,
100 F Street NE., Washington, DC
20549-1090.

All submissions should refer to File
Number S7-38-11. This file number
should be included on the subject line
if email is used. To help us process and
review your comments more efficiently,
please use only one method. The
Commission will post all comments on
the Commission’s Internet Web site
(http://www.sec.gov/rules/
proposed.shtml). Comments are also
available for Web site viewing and
printing in the Commission’s Public
Reference Room, 100 F Street NE.,
Washington, DC 20549, on official
business days between the hours of

10 a.m. and 3 p.m. All comments
received will be posted without change;
we do not edit personal identifying
information from submissions. You
should submit only information that
you wish to make available publicly.

FOR FURTHER INFORMATION CONTACT:
Elizabeth Sandoe, Senior Special
Counsel, Anthony Kelly, Special
Counsel, or Barry O’Connell, Attorney
Advisor, Office of Trading Practices,
Division of Trading and Markets, at
(202) 551-5720, and David Beaning,
Special Counsel and Katherine Hsu,
Chief, Office of Structured Finance,
Division of Corporation Finance, at
(202) 551-3850.

SUPPLEMENTARY INFORMATION: The
Commission has requested comment on
Proposed Rule 127B under the
Securities Act of 1933 (‘““Securities Act’’)
in the ABS Conflicts Proposal to
implement Section 621 of the Dodd-
Frank Act.® Proposed Rule 127B under

1Exchange Act Release No. 34-65355 (September
19, 2011), 76 FR 60320 (September 28, 2011).

the Securities Act would prohibit
certain persons who create and
distribute an asset-backed security,
including a synthetic asset-backed
security, from engaging in transactions,
within one year after the date of the first
closing of the sale of the asset-backed
security, that would involve or result in
a material conflict of interest with
respect to any investor in the asset-
backed security. The proposed rule also
would provide exceptions from this
prohibition for certain risk-mitigating
hedging activities, liquidity
commitments, and bona fide market-
making. The ABS Conflicts Proposal
was published in the Federal Register
on September 28, 2011.

The Commission originally requested
that comments on the ABS Conflicts
Proposal be received by December 19,
2011, including comment about any
potential interplay 2 between Proposed
Rule 127B and the ‘“Volcker Rule
Proposal.” 3 The Volcker Rule Proposal
would implement Section 619 of the
Dodd-Frank Act concerning
prohibitions and restrictions on
proprietary trading and certain interests
in, and relationships with, hedge funds
and private equity funds. The original
comment period for the Volcker Rule
Proposal was scheduled to end on
January 13, 2012.

On December 13, 2011, the
Commission extended the ABS Conflicts
Proposal comment period from
December 19, 2011 to January 13, 2012
to coincide with the end of the comment
period for the Volcker Rule Proposal.
The Commission extended the Volcker
Rule Proposal comment period until
February 13, 2012.4 In an effort to
provide the public with a better
opportunity to consider any potential
interplay between the ABS Conflicts
and Volcker Rule Proposals, the
Commission is also extending the ABS
Conflicts Proposal comment period
until February 13, 2012.

The Commission has determined to
provide the public additional time to
consider simultaneously the ABS
Conflicts and the Volcker Rule
Proposals. This extended opportunity to
submit comprehensive comments
regarding the ABS Conflicts Proposal
and any potential interplay with the
Volcker Rule Proposal would benefit the
Commission in its consideration of any
final rules. Therefore, the Commission
is again extending the comment period
for the ABS Conflicts Proposal until
February 13, 2012 to coincide with the

2 See, e.g., 76 FR 60320, 60341.

3Exchange Act Release No. 34-65545 (October
12, 2011), 76 FR 68846 (November 7, 2011).

4Exchange Act Release No. 34-66057.
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end of the Volcker Rule Proposal
comment period.

By the Commission.

Dated: December 23, 2011.
Kevin M. O’Neill,
Deputy Secretary.
[FR Doc. 2011-33614 Filed 12—-30-11; 8:45 am]
BILLING CODE 8011-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 10
[Docket No. FDA-2011-N-0697]

Amendments to Regulations on Citizen
Petitions, Petitions for Stay of Action,
and Submission of Documents to
Dockets

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend certain regulations relating to
citizen petitions, petitions for stay of
action, and the submission of
documents to the Agency. In particular,
the proposed rule would establish new
regulations to implement certain
provisions of the Federal Food, Drug,
and Cosmetic Act (FD&C Act), which
concern certain citizen petitions and
petitions for stay of action (PSAs) that
involve a request for FDA to take any
form of action relating to a pending
abbreviated new drug application
(ANDA) or 505(b)(2) application. We are
making these changes to implement
provisions of the Food and Drug
Administration Amendments Act of
2007 (FDAAA).

DATES: Submit either electronic or
written comments by April 2, 2012.
Submit comments on information
collection issues under the Paperwork
Reduction Act of 1995 by February 2,
2012, (see section “VI. Paperwork
Reduction Act of 1995 of this
document). See section ILE of this
document for the proposed effective
date of a final rule based on this
proposed rule.

ADDRESSES: You may submit comments,
identified by Docket No. FDA-2011-N—
0697, by any of the following methods;
except that comments on information
collection issues under the Paperwork
Reduction Act of 1995 must be
submitted to the Office of Regulatory
Affairs, Office of Management and
Budget (OMB) (see the ‘“Paperwork

Reduction Act of 1995 section of this
document).

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

Written Submissions

Submit written submissions in the
following ways:

o FAX:(301) 827—6870.

e Mail/Hand delivery/Courier (for
paper, disk, or CD-ROM submissions):
Division of Dockets Management (HFA—
305), Food and Drug Administration,
5630 Fishers Lane, Rm. 1061, Rockville,
MD 20852.

Instructions: All submissions received
must include the Agency name and
Docket No. FDA-2011-N-0697 for this
rulemaking. All comments received may
be posted without change to http://
www.regulations.gov, including any
personal information provided. For
additional information on submitting
comments, see the “Comments”” heading
of the SUPPLEMENTARY INFORMATION
section of this document.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.regulations.gov and insert the
docket number(s), found in brackets in
the heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:

Nicole Mueller, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 51, Rm. 6312,
Silver Spring, MD 20993-0002, (301)
796-3601.

SUPPLEMENTARY INFORMATION:
I. Background

A. Enactment of Section 505(q)

On September 27, 2007, Congress
enacted FDAAA (Pub. L. 110-85).
Section 914 of title IX of FDAAA added
new section 505(q) to the FD&C Act (21
U.S.C. 355(q)). Section 505(q) applies to
certain citizen petitions and PSAs
(collectively referred to as petitions) that
request FDA to take any form of action
related to a pending application
submitted under section 505(b)(2) or (j)
of the FD&C Act (21 U.S.C. 355(b)(2) or
(j)). An application submitted under
section 505(b)(2) of the FD&C Act is a
type of new drug application (NDA)
described in that subsection and is
referred to in this document as a

“505(b)(2) application.” An application
submitted under section 505(j) is an
ANDA for a generic drug product.

Section 505(q) governs the manner in
which FDA handles certain citizen
petitions and PSAs that ask the Agency
to take any form of action related to
pending 505(b)(2) applications or
ANDAs. Over the years, FDA has
received numerous petitions asking the
Agency not to approve a particular
ANDA or 505(b)(2) application (or
classes of these applications concerning
a particular drug product or active
ingredient) unless certain criteria set
forth in the petition are met. In many
cases, the petitions have raised
scientific and/or legal issues relating to
the standards for approval of an
application. Examples include: Petitions
suggesting a particular method for
determining the bioequivalence of a
proposed generic product to the
reference listed drug (RLD) and
petitions maintaining that a proposed
generic product does not contain the
same active ingredient as the RLD.
When submitted early, such as when we
are making decisions about the
bioequivalence requirements for a
generic drug product or before we have
received the first ANDA or 505(b)(2)
application for a drug product, a
petition containing material information
can assist us in establishing standards
for these applications. However, when
petitions are submitted late in the
review process for challenged
applications and do not raise valid
scientific and/or legal issues, they may
have the effect of improperly delaying
the approval of an application. By
enacting section 505(q), Congress
indicated a desire to ensure that
petitions not be used to improperly
delay approval of ANDAs and 505(b)(2)
applications.

B. Provisions of Section 505(q) of the
FD&C Act

Section 505(q)(1)(A) of the FD&C Act
specifies that FDA must not delay
approval of a pending ANDA or
505(b)(2) application because of any
request to take any form of action
relating to the application, unless the
request is in writing and in a citizen
petition submitted under § 10.30 (21
CFR 10.30) or a PSA submitted under
§10.35 (21 CFR 10.35), and the Agency
determines, upon reviewing the
petition, that a delay is necessary to
protect the public health.

Section 505(q)(1)(F) of the FD&C Act
governs the timeframe for final Agency
action on a petition. Under this
provision, FDA must take final Agency
action on a petition not later than 180
days after the date on which the petition
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is submitted. The 180-day period is not
to be extended for any reason including
any determination made under section
505(q)(1)(A) regarding delay of approval
of an application (i.e., that delay is
necessary to protect the public health),
the submission of comments or
supplemental information, or the
consent of the petitioner. In addition,
FDA may deny a petition at any point

if it determines that a petition or a
supplement to the petition was
submitted with the primary purpose of
delaying the approval of an application
and the petition does not on its face
raise valid scientific or regulatory issues
(section 505(q)(1)(E) of the FD&C Act).
FDA may issue guidance to describe the
factors that will be used to determine
whether a petition is submitted with the
primary purpose of delaying the
approval of an application (section
505(q)(1)(E) of the FD&C Act).

Section 505(q) of the FD&C Act also
includes certification and verification
requirements for certain documents.
Under section 505(q)(1)(H) of the FD&C
Act, FDA may not consider a petition
for review unless the petition is in
writing and signed and contains a
certification that is specified in that
section. In addition, we may not accept
for review any supplemental
information or comments on a petition
unless the submission is in writing and
signed and contains a specific
verification (section 505(q)(1)(I) of the
FD&C Act).

II. Description of the Proposed Rule

FDA is proposing to amend our
regulations on general administrative
procedures in part 10 (21 CFR part 10)
to implement section 505(q) of the
FD&C Act. We are proposing to add new
§10.31, which includes the following
provisions:

e Proposed §10.31(a) states that
§10.31 would encompass all citizen
petitions and PSAs that request that the
Agency take any action that could, if
taken, delay approval of an ANDA or
505(b)(2) application (i.e., petitions and
PSAs that are or may be subject to
section 505(q) of the FD&C Act).

e Proposed §10.31(b) would clarify
the date of submission for petitions
submitted under §10.31.

e Proposed §10.31(c) and (d) would
codify the certification and verification
requirements of section 505(q)(1)(H) and
(I). Although the certification and
verification requirements of section
505(q)(1)(H) and (I) include that the
document be signed, we have not
proposed a regulation that explicitly
states that submissions under §10.31 or
§ 10.35 must be signed because current
§ 10.20 requires that all submissions

made to the Division of Dockets
Management be signed.

We are also proposing minor revisions
to §§10.20 and 10.30 to conform with
the addition of proposed §10.31.

With respect to § 10.35,
administrative stay of action, we are
proposing a revision to conform with
the implementation of section 505(q).
We are also proposing to add new
§10.35(i) to clarify that a petitioner for
a stay of action may supplement,
amend, or withdraw a PSA, similar to
the provision for citizen petitions in
current § 10.30(g).

In addition to implementing the
provisions in section 505(q) of the FD&C
Act, we are proposing minor technical
changes to revise §§ 10.30(e)(3) and
10.35(e) to allow the Commissioner of
Food and Drugs (the Commissioner) to
dismiss petitions as moot.

A. Submission Date for a Citizen
Petition Submitted Under Section 505(q)
of the FD&C Act

Proposed §10.31(b) would make clear
that for a petition that could be subject
to section 505(q) of the FD&C Act and
submitted under proposed § 10.31, the
date of submission is the date on which
the petition is received by the Division
of Dockets Management. Proposed
§10.31(b) also states that the petition
must be submitted in accordance with
§§10.20, 10.30, 10.31, and 10.35, the
other relevant regulations regarding
citizen petitions and PSAs.

1. Current Regulations Regarding
Submission Dates

We are proposing § 10.31(b) because
under current § 10.20(e), the submission
date for documents submitted to the
Division of Dockets Management
depends on how the document is
submitted to FDA. Current § 10.20(e)
states that all submissions to the
Division of Dockets Management will be
considered as submitted on the date
they are postmarked or, if delivered in
person during regular business hours,
on the date on which they are delivered.
The date considerations in current
§10.20(e) apply unless a provision in
part 10, an applicable Federal Register
notice, or an order issued by an
administrative law judge specifically
states that the documents must be
received by a specified date. Section
10.20(e) provides as an example
§10.33(g), which states that a petition
for reconsideration will be considered
submitted on the date received.

Under current § 10.20(e), which
applies to all citizen petitions submitted
to the Agency, the computation of time
to respond to a citizen petition would
depend on the type of delivery service

by which a document is sent to the
Division of Dockets Management
regardless of the date on which it is
actually received by the Division of
Dockets Management. Therefore, it is
possible for two petitions to have
different submission dates even if they
are received by the Division of Dockets
Management on the same day. For
example, if Petition A is sent by U.S.
mail, postmarked May 1, 2010, and
received by the Division of Dockets
Management on May 5, 2010, the
submission date for Petition A would be
considered to be May 1, 2010 (the date
of postmark). If Petition B is sent by
courier and hand delivered to the
Division of Dockets Management on
May 5, 2010, the submission date for
Petition B would be considered to be
May 5, 2010.

Other part 10 regulations also relate to
submission dates:

e Under §10.35(g), a PSA is
considered submitted on the day it is
received by the Division of Dockets
Management. Therefore, under the
current regulations, a document’s
submission date could be different
depending on whether the document is
a citizen petition or a PSA.

e Under §10.30(e), FDA is required to
respond to a citizen petition within 180
days of receipt of the petition by
approving the petition, denying the
petition, or providing a tentative
response indicating why the Agency has
been unable to reach a decision; this
180-day deadline is based on the date of
receipt by the Division of Dockets
Management.

2. Submission Date for Petitions
Submitted Under Proposed § 10.31

We believe that it is important to be
clear regarding what date a petition
submitted under § 10.31 will be
considered to be submitted because
section 505(q)(1)(F) of the FD&C Act
imposes a strict deadline for FDA to
respond to a petition. Under section
505(q)(1)(F) of the FD&C Act, FDA must
take final Agency action on a petition
subject to section 505(q) no later than
180 days after the date on which the
petition is submitted. The 180-day
period is not to be extended for any
reason, including any determination
made under section 505(q)(1)(A) of the
FD&C Act regarding delay of approval of
an application, the submission of
comments or supplemental information,
or the consent of the petitioner.

Accordingly, proposed § 10.31(b)
would make clear that the date of
submission for all petitions subject to
§10.31 and submitted in accordance
with §§10.20, 10.30, 10.31, and 10.35 is
the date on which a petition is received
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by the Division of Dockets Management.

We are proposing a conforming change
to § 10.20 to clarify that the method of
calculating submission dates described
in §10.20 does not apply to petitions
subject to § 10.31.

B. Certification and Verification

1. Current Regulation on Certification
for Citizen Petitions

Current § 10.30 regulating citizen
petitions requires that a citizen petition
contain, among other things, a
certification stating that the citizen
petition includes all information and
views on which the citizen petition
relies and that it includes data and
information known to the petitioner
which are unfavorable to the citizen
petition. Current regulations do not
include a certification or verification
requirement for supplements or
comments to a citizen petition or
comments to a PSA, and the current
requirements are different than those
contained in section 505(q) of the FD&C
Act.

2. Certification and Verification
Required by Section 505(q) of the FD&C
Act

Section 505(q)(1)(H) of the FD&C Act
requires that any petition subject to
section 505(q) include a specified
certification. Section 505(q)(1)(I) of the
FD&C Act requires that any comments
or supplemental information submitted
to a petition subject to section 505(q)
include a specified verification. We
propose to add §10.31(c) and (d) to our
regulation to include the statutory
requirement for the submission of a
certification and/or a verification under
section 505(q) and the precise language
of the certification and verification.

3. Proposed Certification Requirement

Consistent with the specific language
provided in section 505(q) of the FD&C
Act, proposed § 10.31(c) provides that
FDA will not consider a petition subject
to § 10.31 for review unless the petition
is in writing and contains the following
certification: “I certify that, to my best
knowledge and belief: (a) This petition
includes all information and views
upon which the petition relies; (b) this
petition includes representative data
and/or information known to the
petitioner which are unfavorable to the
petition; and (c) I have taken reasonable
steps to ensure that any representative
data and/or information which are
unfavorable to the petition were
disclosed to me. I further certify that the
information upon which I have based
the action requested herein first became
known to the party on whose behalf this

petition is submitted on or about the
following date: i
received or expect to receive payments,
including cash and other forms of
consideration, to file this information or
its contents, I received or expect to
receive those payments from the
following persons or organizations:

. I verify under penalty of
perjury that the foregoing is true and
correct as of the date of the submission
of this petition.”

Proposed § 10.31(c) would require
that all petitions that request that FDA
take any form of action that could, if
taken, delay approval of an ANDA or
505(b)(2) application (i.e., petitions that
are subject to § 10.31) contain the
complete certification required by
§10.31(c) to be considered for review by
FDA. If the petition does not contain the
complete certification, we will not
review the petition.

4. Proposed Verification Requirement

Consistent with the specific language
in section 505(q) of the FD&C Act,
proposed §10.31(d) provides that FDA
will not accept for review any
supplemental information or comments
on a petition subject to § 10.31 unless
the supplemental information or
comments are in writing and contain the
following verification: “I certify that, to
my best knowledge and belief: (a) I have
not intentionally delayed submission of
this document or its contents; and (b)
the information upon which I have
based the action requested herein first
became known to me on or about
. If I received or expect
to receive payments, including cash and
other forms of consideration, to file this
information or its contents, I received or
expect to receive those payments from
the following persons or organizations:

. I verify under
penalty of perjury that the foregoing is
true and correct as of the date of the
submission of this document.”

We are proposing one minor editorial
change to the language of the
verification set out in the statute. We
propose to change “I verify under
penalty of perjury that the foregoing is
true and correct as of the date of the
submission of this petition” to “I verify
under penalty of perjury that the
foregoing is true and correct as of the
date of the submission of this
document” (emphasis added). We are
proposing this change because we
believe that the statute contained a
technical error when referring to a
“petition” and that the obvious
congressional intent is that this
reference be to the “document” in
which the verification would be
contained (i.e., supplemental

information or comments on a petition
rather than a petition itself).

Under proposed § 10.31(d), if any
supplemental information or comments
that are submitted to a petition subject
to §10.31 do not include the required
verification, FDA would not review the
submission.

5. Proposed Requirement That the
Certification and Verification Use the
Exact Language in the Regulation

With the addition of proposed
§10.31(c) and (d), our regulation would
include the precise language of the
required certification and verification.
We have found that petitioners
occasionally alter the statutory language
of the certification and verification,
thereby potentially changing the
meaning intended by Congress when it
enacted section 505(q) of the FD&C Act.
To avoid any alteration of the meaning
of the certification and verification, we
are proposing to require that petitioners
submit the exact statutory language of
the certification and verification, with
the exception discussed previously in
section II.B.4 of this document. Because
section 505(q) of the FD&C Act and
proposed § 10.31(c) set forth the exact
words to be used in the certification, we
will consider a certification to be
deficient if every word in the
petitioner’s certification does not match
every word of the certification provided
in proposed § 10.31(c). In other words,
the petitioner’s certification must
correspond verbatim to the certification
in proposed § 10.31(c). For example, if
a certification states ‘““first became
known to me” instead of ““first became
known to the party on whose behalf this
petition is submitted,” the certification
would be deficient. We believe this
interpretation is required by the
statutory language because section
505(q) of the FD&C Act specifies the
exact text of the certification.

As with our proposed approach to the
certification, we would consider a
verification to be deficient if it does not
exactly mirror the words of the
verification under proposed § 10.31(d).

6. Date Includes Month, Day, and Year

Section 505(q) of the FD&C Act and
proposed § 10.31(c) also require that the
petitioner provide in the certification
the date on or about which the
information first became known to the
party. The certification in proposed
§10.31(c) includes a blank space for that
information. We interpret the FD&C
Act’s reference to “date” to mean a
month, day, and year. Therefore, we
propose to consider a certification to be
deficient if the petitioner has not
provided the month, day, and year on or
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about which the information first
became known to the party on whose
behalf the petition is submitted. For
example, if the petitioner provides
“May 2010” as the date in the
certification, we would consider the
certification to be deficient. The text of
the certification provided in proposed

§ 10.31(c) includes a qualification that
the petitioner learned of the information
on or about the following date;
therefore, we believe the certification
would accommodate instances in which
a petitioner may not know the exact
date on which it became aware of the
information.

Similarly, under proposed § 10.31(d),
we are proposing that if the petitioner
or commenter does not provide a
month, day, and year in the verification,
FDA will consider the verification to be
deficient and will not review the
submission.

7. Multiple Dates and Types of
Information

FDA recognizes that a petition,
supplement, or comment could be based
on more than one type of information.
Proposed § 10.31(c)(2) would require a
petitioner to provide in the certification
an estimated relevant date for each type
of information if different types of
information became known over a
period of time. The petitioner must
identify the information associated with
the particular date. To the extent that a
petitioner believes that additional
clarification is appropriate, the blank
space in the certification that proposed
§10.31(c) designates for the date could
accommodate additional information
that the petitioner believes is
appropriate to explain the date that it
has identified. This would be done by
providing, in each case in which more
than one type of information is relied
on, the date followed by an
identification of the information
associated with that date in parentheses.
Thus, for example, a petition might
include the following in the space for
the date:

September 21, 1995 (information
about bioavailability issues with the
innovator drug);

November 12, 2009 (publication of a
draft bioequivalence guidance for the
drug);

March 30, 2010 (information that an
ANDA had been submitted).

When adding additional information,
the petitioner should ensure that the
words of the certification (except for
information added in the blank space
provided) continue to exactly match the
words of the certification as provided by
proposed § 10.31(c).

Similarly, proposed § 10.31(d) would
require that the petitioner or commenter
include in the verification each type of
information and supply the date each
type of information became known. The
verification in proposed §10.31(d)
includes a blank space that can
accommodate this information.

Under proposed § 10.31(c) and (d), it
is the responsibility of the person
submitting the petition, supplemental
information, or comment to identify
each type of information upon which it
relies and to supply a date with respect
to each such type of information. The
failure to provide any information relied
upon (and the date) in the certification
or verification may result in the failure
of FDA to consider that information in
its analysis of the petition and would,
FDA believes, foreclose the petitioner or
the person submitting the supplemental
information or comment from relying
upon such information in judicial
review of FDA’s final decision.

8. Petitions That Would Be Required To
Include the 505(q) Certification

Proposed § 10.31 would apply to all
petitions that request an action that
could delay the approval of a possible
ANDA or 505(b)(2) application
(proposed § 10.31(a)); therefore, all such
petitions would be required to include
the certification proposed in § 10.31(c).

Because section 505(q)(1)(A) of the
FD&C Act specifically references
pending ANDA or 505(b)(2)
applications, we interpret section 505(q)
to apply only to petitions for which, at
the time the petition is submitted, at
least one ANDA or 505(b)(2) application
related to the subject matter of the
petition is pending. If there is no related
ANDA or 505(b)(2) application pending
at the time that the petition is
submitted, then we will not consider the
provisions of section 505(q) of the FD&C
Act to apply to the petition. We believe
this interpretation of section 505(q) of
the FD&C Act is appropriate because if
no related ANDA or 505(b)(2)
application is pending at the time that
a petition is submitted, the references in
section 505(q)(1)(A) to a pending
application and delay of approval by a
petition would be inapplicable. With
respect to the actual submission of the
certification and/or verification with a
petition, we recognize that petitioners
may not be aware of the existence of a
pending ANDA or 505(b)(2) application
and, therefore, may not know whether
to submit the appropriate certification
and/or verification under section 505(q)
of the FD&C Act. Generally, the
existence of an ANDA or a 505(b)(2)
application would not be public

information.? Therefore, FDA has
recommended that any petitioner
challenging the approvability of an
ANDA or a 505(b)(2) application
include the statutory certification to
avoid a situation in which a petition
that is subject to section 505(q) of the
FD&C Act is missing the certification
and therefore cannot be reviewed by
FDA under the statute. We have stated
that in situations where a petitioner
submits such a petition, we recommend
that the petitioner withdraw the original
petition and resubmit a petition that
includes the required certification under
section 505(q) of the FD&C Act.

We have also stated that although we
may contact a petitioner to notify him
or her of a missing or deficient
certification, it is the responsibility of
the petitioner to ensure that his or her
petition complies with the applicable
requirements of section 505(q) of the
FD&C Act as well as all other applicable
statutory and regulatory requirements.
Contacting petitioners who have
submitted deficient petitions represents
an administrative burden for the
Agency. In addition, we are concerned
that our contacting such petitioners
could notify the petitioner and the
public that an ANDA or 505(b)(2)
application for a particular drug product
is pending.

By including in proposed §10.31(a)
all petitions that challenge the
approvability of a possible ANDA or
505(b)(2) application, all such petitions
would be required to include the
certification in proposed § 10.31(c).
Proposed § 10.31(a) would eliminate the
need for FDA to contact a petitioner to
advise him or her that the petition must
include the 505(q) certification or avoid
a delay in dealing with the specific
issues contained in a petition because
the petitioner must withdraw and
resubmit the petition. In addition, we
propose that any supplement or
comments to a petition that is subject to
proposed § 10.31 and that includes the
certification in § 10.31(c) must include
the verification in § 10.31(d).

1 Although the existence of a pending application
generally is not made public by FDA, a potential
petitioner may be aware of the existence of a
pending ANDA or 505(b)(2) application because of:
(1) A paragraph IV patent notification, from the
applicant to the NDA holder and the patent owner,
stating that the application has been submitted and
explaining the factual and legal bases for the
applicant’s opinion that the patent is invalid or will
not be infringed (see section 505(b)(2)(B) and
(j)(2)(B) of the FD&C Act), (2) a public
announcement by the applicant disclosing the
submission of the application, or (3) the tentative
approval of an ANDA or 505(b)(2) application made
public by FDA or the applicant. In addition, FDA’s
Web site identifies drug products for which the
Agency has received an ANDA with a paragraph IV
certification.
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C. Dismiss Petition as Moot

Although the primary purpose of this
rule is to implement section 505(q) of
the FD&C Act, we are proposing to add
language to § 10.30(e) to allow the
Commissioner to dismiss a petition as
moot. Because we are making changes to
§10.30 to implement section 505(q) of
the FD&C Act, we believe it would be
useful to make this minor clarifying
change to the regulations. This change
is technical in nature and would be
applicable to citizen petitions in
general, including those subject to
section 505(q) of the FD&C Act. Current
§10.30(e) could be read to require that
the Commissioner respond to a citizen
petition by either granting or denying
the requests in the citizen petition, even
when circumstances have rendered the
requests in the petition moot. Current
§10.30(e) does not by its terms
contemplate a situation in which a
petition can be dismissed as moot.

Because changes in law, facts, or
circumstances occurring after a citizen
petition is submitted to the Agency can
render the requests contained in a
petition moot, we propose to allow the
Commissioner to dismiss a petition as
moot in these situations. An example of
a moot petition would be a petition that
requests that the Agency remove a
particular drug from the market for
safety reasons when, at the time of the
response, the drug has already been
removed from the market. Another
example would be where a petitioner
requests a change to a regulation that
has been rescinded or withdrawn since
the petition was submitted. In such
circumstances, it would be appropriate
for the Commissioner to dismiss the
petition as moot rather than to grant or
deny the requests in the petition. This
proposed change to our regulations is
intended to clarify that, in addition to
our authority to grant or deny a petition
under our current regulations, the
Agency can dismiss citizen petitions as
moot in certain circumstances.

When a citizen petition is dismissed
as moot, FDA would respond to the
petitioner in writing just as we would
when granting or denying a petition. We
believe, however, that the Agency’s
justification for dismissing a petition as
moot could be brief in comparison to a
response granting or denying a petition,
and thus would require dedication of
fewer Agency resources. FDA’s response
dismissing a citizen petition as moot,
similar to a response granting or
denying a petition, would constitute
final Agency action as to that citizen
petition.

D. Petitions for Stay of Action

We are proposing a conforming
change to § 10.35(b) to clarify the
applicable regulations for PSAs that are
subject to section 505(q) of the FD&C
Act. Section 10.35(b) currently states
that “‘a request for stay must be
submitted in accordance with §10.20
and in the following form no later than
30 days after the date of the decision
involved.” We propose to add language
to §10.35(b) to provide that petitions for
stay subject to § 10.31 must include the
certification provided in § 10.31(c). This
proposed revision would alert
petitioners for stays of action that may
be subject to section to 505(q) of the
FD&C Act that they must also submit
the certification in § 10.31(c).

Section 505(q)(1)(A) of the FD&C Act
states that FDA must not delay approval
of a pending ANDA or 505(b)(2)
application because of any request to
take any form of action relating to the
application unless the request is in
writing, is a citizen petition submitted
under § 10.30 or a PSA submitted under
§10.35, and FDA determines, upon
reviewing the petition, that a delay is
necessary to protect the public health.
Section 10.35(d) provides that filing a
PSA, citizen petition, or other type of
petition, or taking another type of action
as described in § 10.35(d) will not stay
or otherwise delay any administrative
action by the Commissioner unless: (1)
The Commissioner determines that a
stay or delay is in the public interest
and stays the action, (2) a statute
requires that the matter be stayed, or (3)
a court orders that the matter be stayed.
In other words, the mere filing of any
petition, including a petition under
section 505(q) of the FD&C Act, would
not stay or otherwise delay
administrative action by FDA. See TMJ
Implants, Inc. v. United States HHS, 584
F.3d 1290, 1300 (10th Cir. 2009). A
delay of an administrative action could
only occur if FDA chose to take action
in response to a particular submission.
We are not proposing any changes to
§10.35(d) to implement section
505(q)(1)(A) of the FD&C Act because
we believe that the provisions of section
505(q)(1)(A) of the FD&C Act regarding
the circumstances in which FDA would
stay or delay an administrative action
(e.g., approval of an ANDA or 505(b)(2))
would be covered by the current
language of § 10.35(d).

As explained previously in this
document with respect to citizen
petitions under § 10.30(e)(3), we are
proposing to add a sentence to § 10.35(e)
to allow the Commissioner to dismiss a
petition for stay of action as moot.

In addition, we are proposing to add
§10.35(i), which would mirror
§10.30(g) governing citizen petitions
and allow a petitioner who has
submitted a PSA to supplement, amend,
or withdraw a PSA without Agency
approval and without prejudice, unless
the PSA has been referred for a hearing
under 21 CFR parts 12, 13, 14, or 15.
Proposed § 10.35(i) would apply to all
PSAs, not just PSAs subject to section
505(q) of the FD&C Act. We believe that
adding this provision to allow PSAs to
be amended, withdrawn, or
supplemented is permitted under the
FD&C Act and is appropriate to allow
petitioners submitting PSAs the same
procedural rights as petitioners
submitting citizen petitions. By
amending this regulation, we are
clarifying that it is permissible to
amend, withdraw, or supplement a PSA
because the current regulations are not
specific on this point and our current
practice allows a PSA to be amended,
withdrawn, or supplemented.
Furthermore, under section 505(q)(1)(I)
of the FD&C Act, the verification
statement that applies to citizen
petitions and PSAs refers to
supplemental information. Therefore, in
drafting this provision, Congress
assumed it was possible to provide a
supplement to a PSA.

E. Proposed Effective Date

FDA proposes that any final rule that
may issue based on this proposal
become effective 60 days after its
publication in the Federal Register.
FDA seeks public comment on its
proposed 60-day effective date for any
final rule that may issue based on this
proposed rule.

IIL. Legal Authority

This rule, if finalized, would amend
§§10.20, 10.30, and 10.35 and add new
§10.31 in a manner consistent with the
Agency’s current understanding and
application of these provisions. FDA is
implementing certain provisions of
FDAAA that govern petitions subject to
section 505(q) of the FD&C Act. FDA has
authority to issue regulations for the
efficient administration of these
provisions under section 701(a) of the
FD&C Act (21 U.S.C. 371(a)).

IV. Environmental Impact

FDA 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.
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V. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866,
Executive Order 13563, the Regulatory
Flexibility Act (5 U.S.C. 601-612), and
the Unfunded Mandates Reform Act of
1995 (Pub. L. 104—4). Executive Orders
12866 and 13563 direct Agencies to
assess all costs and benefits of available
regulatory alternatives and, when
regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). The
Agency believes that this final rule is
not a significant regulatory action under
Executive Order 12866.

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because the annualized
compliance costs to individual industry
members who submit a petition is
estimated to be about $100, the Agency
proposes to certify that the final rule
will not have a significant economic
impact on a substantial number of small
entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that Agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $136
million, using the most current (2010)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
any final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

A. Purpose of the Proposed Rule

Section 505(q) of the FD&C Act
concerns the manner in which FDA
handles certain citizen petitions and
PSAs that request that the Agency take
some action related to a pending
505(b)(2) application or 505(j)
application (ANDA). Congress was
concerned that some petitions may
improperly delay the approval of an
application if they are submitted late in
the review process and do not contain
valid scientific, legal, or public health
issues. The provisions contained in
section 505(q) of the FD&C Act are self-
implementing, and FDA has operated
under these requirements since FDAAA

became law in September 2007. This
proposed rule would codify the
certification and verification
requirements included in section 505(q)
of the FD&C Act extend these
requirements to all petitions challenging
the approvability of possible ANDAs
and 505(b)(2) applications, as well as
those submitting supplements and
comments to these petitions, clarify how
FDA determines the date of submissions
for citizen petitions and PSAs subject to
section 505(q), and clarify that a
petitioner for a PSA may supplement,
amend, or withdraw a PSA in a manner
similar to that provided in the
provisions for citizen petitions. In
addition, the proposed rule would allow
the Commissioner to dismiss a citizen
petition or PSA as moot in certain
circumstances.

B. Benefits of the Proposed Rule

Section 505(q) of the FD&C Act was
enacted in light of concerns that some
citizen petitions were submitted to
delay the approval of ANDAs or
505(b)(2) applications. With the
enactment of FDAAA, FDA is required
to take final action on a 505(q) petition
within 180 days of its receipt. Further,
the law requires that an expanded
certification statement be included with
petitions, and a verification statement
be included with supplements and
comments to petitions. While these
requirements do not specifically
preclude anyone from submitting a
petition that may delay approval of an
ANDA or 505(b)(2) application, the
requirement that the person submitting
the document reveal the date on which
he or she became aware of the
information contained in the petition is
presumably intended to reduce this type
of behavior.

The requirements contained in
section 505(q) of the FD&C Act have
been in effect for 3 years. FDA received
21 505(q) petitions in fiscal year (FY)
2008, 31 505(q) petitions in FY 2009,
and 20 505(q) petitions in FY 2010.
Over the same period, however, the
number of ANDAs and 505(b)(2)
applications whose approvals were
delayed decreased slightly, from 2 in FY
2008 to 1 in FY 2009 and 1 in FY 2010.
The sample size of only 3 years is too
small to conclusively determine
whether the statute has caused a
reduction in the number of petitions
that did not include valid scientific or
legal issues whose primary purpose was
to delay approval of an application. The
existence of the statutory requirement
that FDA take final action within 180
days of receipt of a 505(q) petition,
consequently reducing delays of

approval, may have had this effect by
itself.

By codifying the certification and
verification statements (with a minor
technical change to the verification
language), the proposed rule would
reinforce the need for exact wording of
both the certification and verification
statements. Further, the proposed rule
makes clear that each of these two
statements requires the identification of
a month, day, and year in the place of
the date, as opposed to just a year or a
month and year. In addition, the
proposed rule would clarify that each
individual type of information requires
its own separate date. By providing
additional clarity on the statutory
requirements, this proposed rule would
likely reduce the number of deficient
505(q) petitions. FDA does not have
enough information to estimate this
reduction in deficient 505(q) petitions,
but believes it will result in lower
administrative costs for both industry
and FDA.

C. Costs of the Proposed Rule

1. Industry Labor Costs

Companies involved in
pharmaceutical research and
manufacturing would incur labor costs
due to the rule through their
administrative review of the final rule
and determination of their compliance
responsibilities. All companies involved
in this would incur some labor costs,
regardless of the frequency of their
submission of ANDAs or 505(b)(2)
applications or citizen petitions to FDA.
Census data from 2007 list 763
companies in its pharmaceutical
preparation manufacturing category.
FDA estimates that each company will
expend about 4 hours to review the final
rule and determine any changes it needs
to make to its internal administrative
policies due to this rule. The
pharmaceutical and medicine
manufacturing category of the North
American Industrial Classification
System (NAICS) lists the hourly wage
for a manager in this category at about
$54. A 35-percent adjustment to this
figure for employee benefits results in
total hourly compensation costs of about
$73. A one-time 4-hour review for each
company would result in compliance
costs of almost $300 per company, and
a total of about $224,000 for the
industry. This equates to an annualized
cost (over 5 years at a 7-percent
discount rate) of about $55,000 for the
entire industry. These estimates may
overstate true compliance costs for
review of the rule because companies
that are unlikely to submit citizen
petitions on even an occasional basis
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may not expend as much labor as those
that submit petitions more often. FDA
invites comment on the estimate of 4
hours of labor to review the final rule
and make any adjustment to company
policies.

Additional labor costs of the rule
would be incurred due to the new
requirement that all petitioners
challenging the approvability of a
possible ANDA or 505(b)(2) application
for which an application is not currently
pending at FDA submit the appropriate
certification, as well as the requirement
that any supplements or comments to
these petitions include the verification.
The implementation of the requirements
that 505(q) petitions (concerning the
approvability of a pending ANDA or
505(b)(2) application) use the new
certification language and that
supplements and comments to these
petitions use the verification language
began with the enactment of FDAAA in
September 2007 and are not the subject
of the proposed rule. FDA has
previously estimated that the statute
would result in about 28 additional
certifications with petitions and 25
additional verifications with
supplements or comments to petitions.

FDA received a yearly average of 32
petitions that challenged the
approvability of a possible ANDA or
505(b)(2) application since the end of
2007. This number represents a very
small increase over the average for the
previous 4-year period. Of these 32
petitions, on average only 25 were
505(q) petitions. FDA uses the
difference between these two numbers,
or about seven petitions per year, as its

estimate of the number of additional
petitions that this proposed rule would
require to comply with the 505(q)
requirements for certification. FDA
estimates that the additional time
needed to prepare the certification
language in the proposed rule at 30
minutes. The majority of this time
represents the additional effort of
determining the date on which the
information or data included in the
petition became known to the person
submitting the petition. FDA uses the
same pharmaceutical and medicine
manufacturing category of the NAICS
hourly wage for a manager (adjusted for
benefits) of $73 to calculate this cost. At
30 minutes per petition, the marginal
cost to prepare the additional
certification language for 1 petition is
estimated at $37. For the average of
seven additional petitions that would
need the additional language, the total
cost to industry is estimated at about
$250 annually.

Additional labor costs would also be
incurred for the preparation of
certifications for supplements and
comments to petitions that challenge the
approvability of ANDA applications and
505(b)(2) applications for which there is
no pending application at the time of
the supplement or comment
submission. FDA previously estimated
that it would receive about 9
verifications for every 10 certifications
in the implementation of the 505(q)
provision. Using this ratio, FDA
estimates that this proposed rule would
result in the submission of verifications
amounting to 90 percent of the

TABLE 1—INDUSTRY COMPLIANCE COSTS

additional certifications that it received
due to this rule. Since FDA estimated
that 7 additional certifications would be
submitted due to this rule, FDA
estimates that 90 percent of this
number, or about 6 verifications, would
also be submitted as a result of this rule.
At 30 minutes per petition and the same
adjusted wage rate of $73/hour, the
additional cost per verification is
estimated at $37. The additional labor
costs for the 6 verifications would total
to about $220 per year.

The provision of the proposed rule
that would allow a petitioner who has
submitted a PSA to supplement, amend,
or withdraw a PSA without Agency
approval would not impose any
marginal costs on industry members.
These practices reflect FDA’s current
policy. Similarly, the provision of this
proposed rule that clarifies how FDA
determines the submission date for
documents received by FDA’s Division
of Docket Management is also not
expected to impose any costs on
industry members.

The total one-time costs plus annual
costs of this proposed rule are estimated
at about $224,000, with annualized
costs (one-time costs annualized over 5
years at a 7-percent discount rate plus
annual costs) at about $55,000 for the
entire industry (see table 1 of this
document). This estimate reflects a one-
time $300 per company review cost for
each industry member (annualized over
5 years at a 7-percent discount rate at
about $70), plus an additional $37 labor
cost per certification or verification
submitted.

Labor cost factors One-time costs Annual costs Ané‘nousetlgaed
FINal RUIE REVIBW ......oeieeieieeeee ettt ee e ettt e e e e et e e e eaae e e eetaeeeebaeeenes $223,600 | .ccveeeveeeiieeieeiees $55,000
Certification Preparation ...........ooceoieiiiioiie ettt st e sne e sieenne | eeaeeereesee et e neeeees $250 250
Verification Preparation ..ot ne | eeee e 200 200
TOAI COSES ..veiiiiiieiiiieie et e ettt e e e e et e e e e e e e eaaaeeeeeesesnasseeeeeseseansnnneaasseanssss | eessssseseesessssssnneeeees | seeeeeeeeeisieseeeseeaainnns 55,450

1 Annualized costs represent one-time costs amortized over 5 years at a 7-percent discount rate plus annual costs. At a 3-percent discount
rate, annualized costs are reduced by about $5,400.

2. Costs to the Government

The costs to government for oversight
of this proposed rule would be low as
a review of the language in an
additional seven certifications included
with petitions and six verifications
included with supplements or
comments to petitions would only
require 15 minutes for each. FDA
believes this cost would not be
significant, and emphasizes that the
FDA personnel reviewing and

responding to citizen petitions spend
the vast majority of the time on the
substantive issues included in the
documents.

D. Small Business Impact

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because of the very low costs
that would be incurred by an individual
company submitting a petition or

supplement or comment to a petition,
FDA believes that the proposed rule
would not have a significant economic
impact on a substantial number of small
manufacturing entities.

The companies that would be affected
by this proposed rule are classified in
two NAICS categories by the Census
Bureau. The affected industries are
NAICS 325412—Pharmaceutical
Preparation, and NAICS 325414—
Biological Products (except diagnostic).
The Small Business Administration
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(SBA) defines small entities in the
pharmaceutical preparation category as
those with less than 750 employees and
defines small entities in the biological
product (except diagnostic) category as
those with less than 500 employees. The
most recent Census of Manufactures
data that offer the level of detail for
establishments at or near the employee
size limits as defined by SBA is from
2002. In both of these establishment size
categories, large majorities of the
establishments meet the criteria as small
entities. Even taking into account that
many of these establishments are parts
of multi-establishment corporations,
significant numbers of companies
would still qualify as small entities.
Preliminary Census data from 2007,
though less detailed, show that
significant numbers of establishments
continue to have fewer than 100
employees across all of these categories.
While FDA expects that most companies
submitting petitions that challenge the
approvability of an ANDA or 505(b)(2)
application would be larger than the
average-sized company in their
industry, FDA concludes that a
substantial number of companies would
still qualify as small entities.

The cost analysis concluded that the
annualized compliance cost of the
proposed rule for a company that
submitted one additional certification as
a result of the rule would be just over
$100. Because FDA estimates that only
about seven additional certifications
will be submitted due to this rule, it is
doubtful that many firms will submit
more than one additional certification or
verification annually to those already
required by section 505(q) of the FD&C
Act. Using 2002 Census data, the
average value of shipments for
establishments in these industries with
1 to 4 employees ranged from $478,000
to $824,000 according the Census of
Manufactures. Assuming that such
small operations had to prepare even
one additional certification or
verification each year, the costs of the
proposed rule would represent, at most,
0.02 percent of the annual value of
shipments. For establishments with 10
or more employees, the compliance
costs would represent 0.01 percent or
less of the value of shipments. As stated
previously, FDA concludes that this
proposed rule would not have a
significant economic impact on a
substantial number of small entities.

VI. Paperwork Reduction Act

This proposed rule contains
collections of information that are
subject to review by OMB under the
Paperwork Reduction Act of 1995 (the
PRA) (44 U.S.C. 3501-3520).

“Collection of information” includes
any request or requirement that persons
obtain, maintain, retain, or report
information to the Agency, or disclose
information to a third party or to the
public (44 U.S.C. 3502(3) and 5 CFR
1320.3(c)). The title, description, and
respondent description of the
information collection are shown under
this section with an estimate of the
annual reporting burden. Included in
the estimate is the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing the collection of information.

FDA invites comments on these
topics: (1) Whether the collection of
information is necessary for proper
performance of FDA’s functions,
including whether the information will
have practical utility; (2) the accuracy of
FDA'’s estimate of the burden of the
proposed collection of information,
including the validity of the
methodology and assumptions used; (3)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

Title: Amendments to Regulations on
Citizen Petitions, Petitions for Stay of
Action, and Submission of Documents
to Dockets.

Description of Respondents:
Respondents to this collection of
information as it is related to citizen
petitions are individuals or households,
State or local governments, not-for-
profit institutions, and businesses or
other for-profit institutions or groups.
Respondents to this collection of
information as it is related to PSAs are
persons who choose to file a petition for
an administrative stay of action.

Description: FDA is requesting public
comment on estimates of annual
submissions from these respondents, as
required by section 505(q) of the FD&C
Act and described in this proposed rule
under § 10.31(c) and (d). Section
10.31(c) of this proposed rule requires
that citizen petitions and PSAs that are
subject to section 505(q) include a
certification to be considered for review
by FDA. Section 10.31(d) requires that
supplemental information or comments
to such citizen petitions and PSAs
include a verification to be accepted for
review by FDA. This proposed rule sets
forth the statutory language under
section 505(q) requiring the submission
of a certification and/or a verification
and the precise language of the
certification and verification. One of the

criteria for a citizen petition or PSA to
be subject to section 505(q) is that a
related ANDA or 505(b)(2) application is
pending at the time the citizen petition
or petition for stay is submitted.
Because petitioners or commenters may
not be aware of the existence of a
pending ANDA or 505(b)(2) application,
this proposed rule requires that all
petitioners challenging the
approvability of a possible ANDA or
505(b)(2) application include the
certification required in § 10.31(c) of
this proposed rule and that petitioners
and commenters submitting
supplements or comments, respectively,
to a citizen petition or PSA challenging
the approvability of a possible ANDA or
505(b)(2) application include the
verification required in section
§10.31(d) of this proposed rule.

FDA currently has OMB approval for
the collection of information entitled
“General Administrative Procedures:
Citizen Petitions; Petition for
Reconsideration or Stay of Action;
Advisory Opinions” (OMB control
number 0910-0183). This collection of
information includes, among other
things: (1) The format and procedures
by which an interested person may
submit to FDA, in accordance with
§10.20, a citizen petition requesting the
Commissioner to issue, amend, or
revoke a regulation or order, or to take
or refrain from taking any other form of
administrative action (§ 10.30(b)); (2) the
submission of written comments on a
filed citizen petition (§ 10.30(d)); (3) the
submission of a supplement or
amendment to or a letter to withdraw a
filed citizen petition (§ 10.30(g)); (4) the
format and procedures by which an
interested person may request, in
accordance with §10.20, the
Commissioner to stay the effective date
of any administrative action (§ 10.35(b));
and (5) the submission of written
comments on a filed petition for
administrative stay of action (§ 10.35(c)).
This information collection includes
citizen petitions, PSAs, comments to
petitions, supplements to citizen
petitions, and letters to withdraw a
citizen petition, as described previously,
that are subject to section 505(q) of the
FD&C Act and described in this
proposed regulation.

OMB recently approved (OMB control
number 0910-0679) the information
collection in the guidance for industry
entitled “Citizen Petitions and Petitions
for Stay of Action Subject to Section
505(q) of the Federal Food, Drug, and
Cosmetic Act” (see the information
collection analysis at 75 FR 78249
(December 15, 2010), and the document
announcing the availability of the
guidance at 76 FR 33309 (June 8, 2011)).
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The guidance describes FDA’s
interpretation of section 505(q) of the
FD&C Act regarding how the Agency
will determine if: (1) The provisions of
section 505(q) addressing the treatment
of citizen petitions and petitions for stay
of Agency action (collectively, petitions)
apply to a particular petition and (2) a
petition would delay approval of a
pending ANDA or a 505(b)(2)
application. The guidance also describes
how FDA will interpret the provisions
of section 505(q) requiring that: (1) A
petition include a certification and (2)
supplemental information or comments
to a petition include a verification.

Finally, the guidance addresses the
relationship between the review of
petitions and pending ANDAs and
505(b)(2) applications for which the
Agency has not yet made a decision on
approvability.

Thus, FDA has OMB approval under
the PRA for the information collection
required under section 505(q) of the
FD&C Act and described in the
guidance. This information collection is
also described in proposed § 10.31(c)
and (d).

There is, however, one proposed
provision that would require the
collection of information that is not

already approved by OMB. Under
proposed § 10.35(i), a petitioner may,
under certain conditions, supplement,
amend, or withdraw a PSA in writing
without Agency approval and without
prejudice to resubmission at any time
until the Commissioner rules on the
petition. This proposed provision is
explained in section II of this document.
FDA estimates that it will receive
approximately one supplement,
amendment, or withdrawal under
proposed § 10.35(i) from approximately
one applicant, and that it will take
approximately 0.5 hour to make this
submission.

TABLE 2—ESTIMATED ANNUAL REPORTING BURDEN !

Number of
respondents

Annual frequency
per response

Total annual
responses

Hours per

response Total hours

Proposed § 10.35(i)

Total Hours

0.5

0.5

1There are no capital costs or operating and maintenance costs associated with this collection of information.

The information collection provisions
of this proposed rule have been
submitted to OMB for review. Interested
persons are requested to fax comments
regarding information collection by (see
DATES section of this document) to the
Office of Information and Regulatory
Affairs, OMB. To ensure that comments
on the information collection are
received, OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: FDA Desk Officer, FAX:
(202) 395-7285, or emailed to
oira_submission@omb.eop.gov. All
comments should reference the title of
this proposed rule and include the FDA
docket number found in brackets in the
heading of this document.

VII. Federalism

FDA has analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. FDA
has determined that the proposed rule,
if finalized, would not contain policies
that would have substantial direct
effects on the States, on the relationship
between the National Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.
Accordingly, the Agency tentatively
concludes that the proposed rule does
not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required.

VIII. Request for Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) either electronic or written
comments regarding this document. It is
only necessary to send one set of
comments. It is no longer necessary to
send two copies of mailed comments.
Identify comments with the docket
number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

List of Subjects in 21 CFR Part 10

Administrative practice and
procedure, News media.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that
21 CFR part 10 be amended as follows:

PART 10—ADMINISTRATIVE
PRACTICES AND PROCEDURES

1. The authority citation for 21 CFR
part 10 continues to read as follows:

Authority: 5 U.S.C. 551-558, 701-706; 15
U.S.C. 1451-1461; 21 U.S.C. 141-149, 321—
397, 4671, 679, 821, 1034; 28 U.S.C. 2112; 42
U.S.C. 201, 262, 263b, 264.

2. Section 10.20 is amended by
revising paragraph (e) to read as follows:

§10.20 Submission of documents to
Division of Dockets Management;
computation of time; availability for public
disclosure.

* * * * *

(e) Except as provided in § 10.31(b),
all submissions to the Division of
Dockets Management will be considered
as submitted on the date they are
postmarked or, if delivered in person
during regular business hours, on the
date on which they are delivered, unless
a provision in this part, an applicable
Federal Register notice, or an order
issued by an administrative law judge
specifically states that the documents
must be received by a specified date,
e.g., §10.33(g) relating to a petition for
reconsideration, in which case they will
be submitted on the date received.

* * * * *

3. Section 10.30 is amended as
follows:

a. Revise paragraph (b) introductory
text;

b. Revise the first sentence of
paragraph (c);

c. Revise the second sentence of
paragraph (d);

d. Remove from paragraph (e)(2)(ii)
the word “or”’;

e. Redesignate paragraph (e)(2)(iii) as
paragraph (e)(2)(iv);

f. Adg new paragraph (e)(2)(iii); and

g. Add to paragraph (e)(3) a new
sentence after the first sentence.

The additions and revisions read as
follows:

§10.30 Citizen petition.
* * * * *

(b) A petition (including any
attachments) must be submitted in
accordance with §10.20 and, if
applicable, § 10.31. The certification
requirement in this section does not
apply to petitions subject to the
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certification requirement of § 10.31. The

petition must be in the following form:
* * * * *

(c) A petition that appears to meet the
requirements of paragraph (b) of this
section, § 10.20, and, if applicable,
§10.31, will be filed by the Division of
Dockets Management, stamped with the
date of filing, and assigned a docket
number. * * *

(d) * * * The comments are to
specify the docket number of the
petition, include, if applicable, the
verification under § 10.31, and may
support or oppose the petition in whole
or in part.* * *

(B) * % %

(2) * x %

(iii) Dismiss the petition as moot if at
any time the Commissioner determines
that changes in law, facts, or
circumstances since the date on which
the petition was submitted have

rendered the petition moot; or
* * * * *

(3) * * *1If, at any time, the
Commissioner determines that changes
in law, facts, or circumstances since the
date on which the petition was
submitted have rendered the petition
moot, the Commissioner may dismiss
the petition as moot. * * *

* * * * *

4. Section 10.31 is added to read as
follows:

§10.31 Citizen petitions and petitions for
stay of action related to an abbreviated new
drug application or a new drug application.

(a) Applicability. This section applies
to a citizen petition or petition for stay
of action that meets all of the following
criteria:

(1) The petition requests that the
Commissioner take any form of action
that could, if taken, delay approval of an
abbreviated new drug application
(ANDA) submitted under section 505(j)
of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 355(j)) or a new drug
application submitted under section
505(b)(2) (a 505(b)(2) application).

(2) The petition is submitted on or
after September 27, 2007.

(3) The petition is submitted in
writing and under § 10.30 (for citizen
petitions) or § 10.35 (for petitions for
stay of action).

(b) Date of submission. A petition
subject to this section and submitted in
accordance with §§10.20, 10.30, 10.31,
and 10.35 is regarded as submitted on
the date on which the petition is
received by the Division of Dockets
Management.

(c) Certification. (1) FDA will not
consider for review a petition that is
subject to this section unless the

petition is in writing and contains the
following certification: “I certify that, to
my best knowledge and belief: (i) This
petition includes all information and
views upon which the petition relies;
(ii) this petition includes representative
data and/or information known to the
petitioner that are unfavorable to the
petition; and (iii) I have taken
reasonable steps to ensure that any
representative data and/or information
that are unfavorable to the petition were
disclosed to me. I further certify that the
information upon which I have based
the action requested herein first became
known to the party on whose behalf this
petition is submitted on or about the
following date: [in the blank
space, provide the date on which such
information first became known to the
person submitting the petition]. If I
received or expect to receive payments,
including cash and other forms of
consideration, to file this information or
its contents, I received or expect to
receive those payments from the
following persons or organizations:

[in the blank space, provide
the names of such persons or
organizations]. I verify under penalty of
perjury that the foregoing is true and
correct as of the date of the submission
of this petition.”

(2) The certification in paragraph
(c)(1) of this section must contain one or
more specific dates (month, day, and
year) in the blank space provided. If
different categories of information
became known at different times, the
certification must contain each
estimated relevant date. The
information associated with a particular
date must be identified.

(d) Verification. (1) FDA will not
accept for review any supplemental
information or comments on a petition
that is subject to this section unless the
supplemental information or comments
are in writing and contain the following
verification: “I certify that, to my best
knowledge and belief: (i) I have not
intentionally delayed submission of this
document or its contents; and (ii) the
information upon which I have based
the action requested herein first became
known to me on or about
[in the blank space,
provide the date on which such
information first became known to the
person submitting the document]. If I
received or expect to receive payments,
including cash and other forms of
consideration, to file this information or
its contents, I received or expect to
receive those payments from the
following persons or organizations:

[in the blank space,
provide the names of such persons or
organizations]. I verify under penalty of

perjury that the foregoing is true and
correct as of the date of the submission
of this document.”

(2) The verification in paragraph
(d)(1) of this section must contain one
or more specific dates (month, day, and
year) in the blank space provided. If
different categories of information
became known at different times, the
certification must contain each
estimated relevant date. The
information associated with a particular
date must be identified.

5. Section 10.35 is amended by
revising the third sentence of paragraph
(b); by adding to paragraph (e) a new
sentence after the second sentence; and
by adding paragraph (i) to read as
follows:

§10.35 Administrative stay of action.

* * * * *

(b) * * * A request for stay must be
submitted in accordance with §10.20
and in the following form (except that
stays subject to § 10.31 must include the
certification provided in § 10.31(c)) no
later than 30 days after the date of the
decision involved. * * *

* * * * *

(e) * * *1If, at any time, the
Commissioner determines that changes
in law, facts, or circumstances since the
date on which the petition was
submitted have rendered the petition
moot, the Commissioner may dismiss
the petition as moot. * * *

* * * * *

(i) A petitioner may supplement,
amend, or withdraw a petition for stay
of action in writing without Agency
approval and without prejudice to
resubmission at any time until the
Commissioner rules on the petition,
provided the resubmission is made in
accordance with paragraph (b) of this
section, unless the petition for stay of
action has been referred for a hearing
under parts 12, 13, 14, or 15 of this
chapter. After a ruling or referral, a
petition for stay of action may be
supplemented, amended, or withdrawn
only with the approval of the
Commissioner. The Commissioner may
approve withdrawal, with or without
prejudice against resubmission of the
petition for stay of action.

Dated: December 27, 2011.
Leslie Kux,
Acting Assistant Commissioner for Policy.
[FR Doc. 2011-33622 Filed 12-30~11; 8:45 am]
BILLING CODE 4160-01-P



Federal Register/Vol. 77, No. 1/Tuesday, January 3, 2012/Proposed Rules

35

DEPARTMENT OF THE TREASURY

31 CFR Part 150
RIN 1505—AC42

Assessment of Fees on Large Bank
Holding Companies and Nonbank
Financial Companies Supervised by
the Federal Reserve Board To Cover
the Expenses of the Financial
Research Fund

AGENCY: Departmental Offices, Treasury.
ACTION: Proposed rule.

SUMMARY: The Department of the
Treasury is issuing a proposed rule to
implement Section 155 of the Dodd-
Frank Wall Street Reform and Consumer
Protection Act (Pub. L. 111-203 or
“Dodd-Frank Act”), which directs the
Department to establish by regulation an
assessment schedule for bank holding
companies with total consolidated
assets of $50 billion or greater and
nonbank financial companies
supervised by the Board of Governors of
the Federal Reserve (“‘the Board”) to
collect assessments equal to the total
expenses of the Office of Financial
Research (“OFR” or ‘“‘the Office”).
Included in the Office’s expenses are
expenses of the Financial Stability
Oversight Council (“FSOC” or “the
Council”), as provided under Section
118 of the Dodd-Frank Act, and certain
expenses of the Federal Deposit
Insurance Corporation (“FDIC”), as
provided under Section 210 of the
Dodd-Frank Act. The proposed rule
outlines the key elements of Treasury’s
assessment program, which will collect
semiannual assessment fees from these
companies beginning on July 20, 2012.
DATES: Comment due date: March 5,
2012.

ADDRESSES: Submit comments
electronically through the Federal
eRulemaking Portal: http://
www.regulations.gov, or by mail (if hard
copy, preferably an original and two
copies) to: The Treasury Department,
Attn: Financial Research Fund
Assessment Comments, 1500
Pennsylvania Avenue NW., Washington,
DC 20220. Because paper mail in the
Washington, DC area may be subject to
delay, it is recommended that comments
be submitted electronically. Please
include your name, affiliation, address,
email address, and telephone number in
your comment. Comments will be
available for public inspection on
www.regulations.gov. In general
comments received, including
attachments and other supporting
materials, are part of the public record
and are available to the public. Do not

submit any information in your
comment or supporting materials that
you consider confidential or
inappropriate for public disclosure.
FOR FURTHER INFORMATION CONTACT:
Jonathan Sokobin: (202) 927-8172.
SUPPLEMENTARY INFORMATION:

I. Background

Section 155 of the Dodd-Frank Act
directs the Secretary of the Treasury to
establish by regulation, and with the
approval of the Council, an assessment
schedule to collect assessments from
certain companies equal to the total
expenses of the Office beginning on July
20, 2012. Section 155 describes these
companies as:

(A) Bank holding companies having
total consolidated assets of $50 billion
or more; and

(B) nonbank financial companies
supervised by the Board pursuant to
section 113 of the Dodd-Frank Act.

Under Section 118 of the Dodd-Frank
Act, the expenses of the Council are
considered expenses of, and are paid by,
the OFR. In addition, under Section 210
implementation expenses associated
with the FDIC’s orderly liquidation
authorities are treated as expenses of the
Council,? and the FDIC is directed to
periodically submit requests for
reimbursement to the Council Chair.
The total expenses for the OFR thereby
include the combined expenses of the
OFR, the Council, and certain expenses
of the FDIC. All of these expenses are
paid out of the Financial Research Fund
(FRF), a fund managed by the
Department of the Treasury.

The Council was established by the
Dodd-Frank Act to coordinate across
agencies in monitoring risks and
emerging threats to U.S. financial
stability. The Council is chaired by the
Secretary of the Treasury and brings
together all federal financial regulators,
an independent member with insurance
expertise appointed by the President,
and state regulators. Under the Dodd-
Frank Act, the Council is tasked with
identifying and monitoring risks to U.S.
financial stability, promoting market
discipline, and responding to emerging
threats to the U.S. financial system.2

1 Under Section 210(n)(10)(C) of the Dodd-Frank
Act the term implementation expenses “(i) means
costs incurred by [the FDIC] beginning on the date
of enactment of this Act, as part of its efforts to
implement [Title II] that do not relate to a particular
covered financial company; and (ii) includes the
costs incurred in connection with the development
of policies, procedures, rules, and regulations and
other planning activities of the [FDIC] consistent
with carrying out [Title I].”

2 As outlined in Section 112 of the Dodd-Frank
Act, the Council is tasked with the following:

1. To identify risks to the financial stability of the
United States that could arise from the material

The OFR was established within the
Treasury Department by the Dodd-Frank
Act to serve the Council, its member
agencies, and the public by improving
the quality, transparency, and
accessibility of financial data and
information, by conducting and
sponsoring research related to financial
stability, and by promoting best
practices in risk management. Among
the OFR’s key tasks are:

e Measuring and analyzing factors
affecting financial stability and helping
FSOC member agencies to develop
policies to promote it;

¢ Collecting needed financial data,
and promoting their integrity, accuracy,
and transparency for the benefit of
market participants, regulators, and
research communities;

e Reporting to the Congress and the
public on the OFR’s assessment of
significant financial market
developments and potential threats to
financial stability; and

¢ Collaborating with foreign
policymakers and regulators,
multilateral organizations, and industry
to establish global standards for data
and analysis of policies that promote
financial stability.

II. This Proposed Rule

Under this proposed rule, Treasury
has developed procedures to estimate,
bill and collect, on an ongoing basis
beginning on July 20, 2012, the total
budgeted expenses of the OFR,
including those estimated separately by
the Council and expenses submitted by
the FDIC. The aggregate of these
estimated expenses would provide the
basis for an assessment that the
Treasury would allocate to individual
companies by means of a semiannual
assessment fee calculated from a
schedule based on each company’s total
consolidated assets. For a foreign
company, the assessment fee would be
based on the total consolidated assets of
the foreign company’s combined U.S.
operations.

This proposed rule outlines how the
Treasury’s assessment fee program
would be administered, including (a)
how the Treasury would determine
which companies will be subject to an
assessment fee, (b) how the Treasury
would estimate the total expenses that

financial distress or failure, or ongoing activities, of
large, interconnected bank holding companies or
nonbank financial companies, or that could arise
outside the financial services marketplace.

2. To promote market discipline, by eliminating
expectations on the part of shareholders, creditors,
and counterparties of such companies that the U.S.
government will shield them from losses in the
event of failure.

3. To respond to emerging threats to the stability
of the U.S. financial system.
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are necessary to carry out the activities
to be covered by the assessment, (c) how
the Treasury would determine the
assessment fee for each of these
companies, and (d) how the Treasury
would bill and collect the assessment
fee from these companies. Treasury is
seeking comments on all aspects of this
proposed rulemaking.

Determination of Assessed Companies

The assessment of fees for the
companies described in Section 155 of
the Dodd-Frank Act requires that the
Treasury determine those companies
that would be subject to the assessment,
referred to for the purpose of this rule
as the assessed companies. As described
in more detail below, Treasury will
work closely with the Board, to
determine the population of assessed
companies and the basis for fee
assessments.

The determination date is the date at
which assessed companies are
identified. Prior to each assessment
period, on the determination date, the
Treasury would determine the pool of
assessed companies. The determination
date for the initial assessment period is
anticipated to be December 31, 2011,
and the initial assessment period would
include part of fiscal year 2012 (July 20,
2012 to September 30, 2012) and the
first half of fiscal year 2013 (October 1,
2012 to March 31, 2013). The
determination date for the second
assessment period, which would
include the second half of fiscal year
2013 (April 1, 2013 to September 30,
2013), is anticipated to be December 31,
2012. Thereafter, the determination
dates are anticipated to be the June 30
immediately preceding the first
assessment period (October 1 to March
31) and the December 31 immediately
preceding the second assessment period
(April 1 to September 30). A company
will be defined as an assessed company
for an assessment period if, on the
respective determination date, the
company is:

¢ A bank holding company (other
than a foreign banking organization), as
defined in section 2 of the Bank Holding
Company Act of 1956, that has $50
billion or more in total consolidated
assets, as determined based on the
average total consolidated assets
(Schedule HC—Consolidated Balance
Sheet) as reported on the bank holding
company’s four most recent
Consolidated Financial Statements for
Bank Holding Companies (FR Y-9C;
OMB No. 7100-0128) submissions;

¢ A foreign banking organization that
has $50 billion or more in total
consolidated assets, as determined
based on the average of total assets at

end of period (Part 1—Capital and Asset
Information for the Top-tier
consolidated Foreign Banking
Organization) as reported on the foreign
banking organization’s four most recent
Capital and Asset Information for the
Top-tier Consolidated Foreign Banking
Organization (FR Y-7Q; OMB No. 7100—
0125) submissions; 3 or

¢ A nonbank financial company
required to be supervised by the Board
under section 113 of the Dodd-Frank
Act, as determined by the Council.

The Treasury, in consultation with
the Board, considered using only the
most recent financial report filed by
each bank holding company or foreign
banking organization to determine
whether the company has total
consolidated assets of $50 billion or
more. However, the Treasury was
concerned that relying solely on the
financial report of the most recent
quarter would not always allow
sufficient lead time for the company and
the Treasury to prepare for a company’s
inclusion as an assessed company for an
upcoming assessment period. For
example, as a company grows and
approaches the $50 billion threshold,
financial reports of previous quarters
may reflect total consolidated assets of
slightly less than $50 billion. As the
determination date approaches, the
Treasury—and to some extent the
company—may not be able to determine
whether the financial report for the
quarter immediately preceding the
determination date, when filed, would
report total consolidated assets of $50
billion or more. By using an average of
total consolidated assets of the four
most recent quarters, the Treasury and
the company should have ample time to
prepare for the company’s inclusion in
the pool.#

The Treasury would also apply the
following provisions in determining
which companies would be assessed
companies, based upon the most recent
data and information filed with or
furnished to the relevant regulator.

e For tiered bank holding companies
for which a holding company owns or
controls, or is owned or controlled by,
other holding companies, the assessed

3 For those foreign banking organizations that file
the FR Y-7Q annually instead of quarterly, the
company’s total consolidated assets would be
determined based on the average of total assets at
end of period as reported on the foreign banking
organization’s two most recent FR Y-7Q.

4For the December 31 determination date, the
most recent four quarters would be reported as of
September 30, June 30, and March 31 of the current
year, and December 31 of the prior year. For the
June 30 determination date, the most recent four
quarters would be reported as of March 31 of the
current year, and December 31, September 30, and
June 30 of the prior year.

company would be the top-tier,
regulated holding company.

¢ In situations where more than one
top-tier, regulated bank holding
company has a legal authority for
control of a U.S. bank, each of the top-
tier regulated holding companies would
be designated as an assessed company.5

e In situations where a company has
not filed four consecutive quarters of the
financial reports referenced above for
the most recent quarters (or two
consecutive years for annual filers of the
FR Y-7Q), such as may be true for
companies that recently converted to a
bank holding company, the Treasury
would use, at its discretion, other
financial or annual reports filed by the
company, such as Securities and
Exchange Commission (SEC) filings, to
determine a company’s total
consolidated assets.

¢ In situations where a company does
not report total consolidated assets in its
public reports or where a company uses
a financial reporting methodology other
than U.S. GAAP to report on its U.S.
operations, the Treasury would use
comparable financial information that
the Treasury may require from the
company for this determination.

¢ Any company that the Treasury
determines is an assessed company on
the determination date would be an
assessed company for the entire
assessment period and would be subject
to the full assessment fee for that
assessment period, regardless of any
changes (e.g., structural or financial)
that occur during the assessment period
that would otherwise affect the financial
company’s status as an assessed
company.

¢ All organizational information
regarding the company that would be
used by the Treasury for the purpose of
determining whether a company is an
assessed company, including
information with respect to whether a
company has control over a U.S. bank,
must have been filed with or furnished
to the relevant regulator on or before the
determination date, and the effective
date of the information must have been
on or before the determination date.

5 A company has control over a bank or company
if the company has (a) ownership, control, or power
to vote 25 percent or more of the outstanding shares
of any class of voting securities of the bank or
company, directly or indirectly or acting through
one or more other persons; (b) control in any
manner over the election of a majority of the
directors or trustees of the bank or companys; or (c)
the Treasury determines the company exercises,
directly or indirectly, a controlling influence over
the management or policies of the bank or
company. See 12 U.S.C. 1841(a)(2).
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Determination of the Assessment Basis

For each assessment period, the OFR
would calculate an assessment basis
reflecting an estimate of the total
expenses that are necessary or
appropriate to carry out the
responsibilities of the OFR and the
Council as defined in the Dodd-Frank
Act.

The assessment basis would be
determined so as to replenish the FRF
at the start of each assessment period to
a level equivalent to six months of
budgeted operating expenses and twelve
months of capital expenses ¢ for the OFR
and FSOC, as well as covered FDIC
expenses. The OFR and Council each
produce an annual budget, and would

SAMPLE ASSESSMENT BASIS CALCULATION

independently estimate the budgetary
needs appropriate to carry out their
responsibilities under the Dodd-Frank
Act.” The assessment basis would be the
combined total of these budgets, with
adjustments made as necessary to the
second semiannual assessment to meet
necessary expenses.®

6 Months of . Projected unused
. 12 Months capital
budgeted operating + expenses + FDIC Payment - resources at end = Assessment basis
expenses (OFR & FSOC) of last assessment
(OFR & FSOC) period
Column A Column B Column C Column D Column E
$A + $B + $C - $D = SE

For the initial assessment, the
assessment basis will cover operating
expenses and capital expenses for the
period from July 21, 2012 to September
30, 2012, covered FDIC expenses for the
period from July 21, 2012 to September

30, 2013, and the first six months of
operating expenses for the OFR and the
FSOC for FY 2013. To smooth the
transition in funding the Financial
Research Fund, this assessment will be
set to cover budgeted capital

expenditures for only the first seven
months of FY 2013 (in addition to the
period from July 21, 2012 to September
30, 2012). Replenishment to the full 12-
month level for capital expenditures
will begin with the second assessment.

SAMPLE INITIAL ASSESSMENT BASIS CALCULATION

Budgeted operating
expenses for

Capital expenses for
7/21/2012-4/30/2013 +

FDIC Payment in

Initial assessment basis

+
7/2(1(§2FOF; %—%/36/5?13 (OFR & FSOC) FY 2013
Column A Column B Column C Column D
$A + $B + $C = $D

Allocating the Assessment Basis to
Assessed Companies

The following principles inform the
Treasury’s proposed implementation of
Section 155:

e The assessment structure should be
simple and transparent; and

e Allocation among companies
should take into account differences
among such companies, based on the
considerations for establishing the
prudential standards under section 115
of the Dodd-Frank Act as required by
the Act.9

In evaluating how best to implement
the Dodd-Frank Act, the Treasury
believes that there is significant benefit
to adopting a standard that is
transparent, well-understood by market
participants, and reasonably estimable.
A number of different assessment

6 Capital expenses follow the OMB Circular A-11
definition of capital assets which include
occupancy and information technology costs.
Operating expenses exclude capital expenses.

7 These budgets are published annually as part of
the President’s budget submission. The OFR budget
is determined by the Director in consultation with
the Chair of the Council. The Council budget is
determined and approved by the Council.

schedules for assessing companies were
considered, taking into account the
considerations described in Section 115
of the Dodd-Frank Act. Ultimately, the
Treasury concluded, in balancing the
principles above, that it would be
reasonable to allocate the assessment
basis among assessed companies by
means of an assessment fee that is based
on the asset size of each assessed
company.

Under the proposed rule, the Treasury
would allocate the assessment basis to
each assessed company in the following
manner:

e An assessment fee rate would
determine the semiannual assessment
fee collected from each assessed
company, based on the company’s total
assessable assets.

8 Any change from the previously approved
budget for the OFR must be approved by the
Director in consultation with the Chair of the FSOC;
any change in the budget for the FSOC must be
approved by the FSOC.

9 Section 115(a)(2)(A) describes the factors that
the Council should consider in making
recommendations regarding enhanced prudential
standards, it reads: “differentiate among companies

e Total assessable assets of each
assessed company would be determined
by the Treasury on the determination
date, as described below.

O For a bank holding company (other
than a foreign banking organization),
total assessable assets would be equal to
total consolidated assets, as reported on
the bank holding company’s most recent
FR Y-9G;

For a foreign banking organization,
total assessable assets would be equal to
the company’s total assets of combined
U.S. operations, as determined by the
Treasury, based on the combined total
assets of the foreign banking
organization’s U.S. subsidiaries as
reported on the foreign banking
organization’s most recent financial
reports.19 The applicable financial

that are subject to heightened standards on an
individual basis or by category, taking into
consideration their capital structure, riskiness,
complexity, financial activities (including the
financial activities of their subsidiaries), size, and
any other risk-related factors that the Council
deems appropriate.”

10 Total assets of combined U.S. operations would
be comprised of the foreign banking organization’s

Continued
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reports of foreign banking organizations
used to determine the company’s total
assets of combined U.S. operations
would include the following reports, as
applicable:

¢ FR Y-9C, Parent Company Only
Financial Statements for Large Bank
Holding Companies (FR Y-9LP), or
Parent Company Only Financial
Statements for Small Bank Holding
Companies (FR Y-9SP) for assets of
bank holding companies,

e Report of Assets and Liabilities of
U.S. Branches and Agencies of Foreign
Banks (FFIEC 002) for assets of U.S
branches and agencies of foreign banks,

¢ Consolidated Reports of Condition
and Income for a Bank with Domestic
and Foreign Offices (FFIEC 031) for
assets of commercial banks and trust
companies not reported in the
consolidated assets of a bank holding
company,

e Consolidated Reports of Condition
and Income for a Bank with Domestic
Offices Only (FFIEC 041) for assets of
commercial banks and trust companies
not reported in the consolidated assets
of a bank holding company,

¢ Consolidated Report of Condition
and Income for Edge and Agreement
Corporations (FR 2886b) for assets of
Edge and agreement corporations not
reported in the consolidated assets of a
bank holding company,

¢ Financial Statements of U.S.
Nonbank Subsidiaries Held by Foreign
Banking Organizations (FR Y-7N/FR Y-
7NS) for nonbank assets not held under
a U.S. bank holding company,

e FOCUS Report, Part IT (SEC1695)
and FOCUS Report Part ITa (SEC1696)
for Broker/Dealer assets not reported in
the consolidated assets of a bank
holding company;

O For a nonbank financial company
required to be supervised by the Board
under section 113 of the Dodd-Frank
Act, assessable assets would be
calculated on the basis of reported total
consolidated assets, if the nonbank
financial company is a U.S. company, or
on the basis of the company’s total
assets of combined U.S. operations, if
the nonbank financial company is a
foreign company; 11

U.S. entities, including any bank holding
companies on a consolidated basis, as well as any
U.S. entities held outside of a bank holding
company, including branches and agencies, broker/
dealers, commercial banks or savings associations,
Edge or agreement corporations, and any nonbank
entities, but excluding any offshore branches.

11To date, the Council has not made a
determination regarding the applicability of Board
supervision under section 113 for a nonbank
financial company. As the Council begins to make
determinations regarding nonbank financial
companies under section 113, Treasury will review
the methodology for determining the assessment fee

O In situations where a company does
not file, or has not filed, the applicable
reports referenced above or in situations
where a company uses a financial
reporting methodology other than U.S.
GAAP to report on its U.S. operations,
the Treasury would use other financial
or annual reports filed by the company,
such as Securities and Exchange
Commission (SEC) filings or any
comparable financial information, that
the Treasury may require from the
company to determine the company’s
total assessable assets.

o Assessed companies would include:

© U.S. bank holding companies
having total consolidated assets of $50
billion or more;

O Foreign banking organizations
having total consolidated U.S. assets of
$50 billion or more; and

O Nonbank financial companies
supervised by the Board pursuant to
Section 113 of the Dodd-Frank Act.

e Eligible foreign banking
organizations with $50 billion in total
consolidated world-wide assets, but less
than $50 billion in total assessable
assets, would not be charged.

Confirmation Statement and Notice of
FRF Fees

A Notice of FRF Fees (‘“Notice of
Fees”) would be published prior to each
assessment period. The Notice of Fees
would incorporate an assessment fee
schedule providing the rate that would
be used to calculate the semiannual
assessment fee for each assessed
company.

Under the approach outlined in this
proposed rule, the semiannual fee that
an individual company would be
assessed would likely vary, at least
somewhat, from one assessment period
to the next. A company’s assessment fee
would depend on the assessment basis
for each period, the number of assessed
companies that the Treasury determines
for the period, and the relative asset size
of each company within that pool of
assessed companies. To determine the
rate for calculating each company’s
semiannual assessment fee, the Treasury
would first need to determine the pool
of assessed companies and those
companies’ total assessable assets. The
rate would be modified each assessment
period to produce assessment fees that,
when aggregated for all assessed
companies, would equal the assessment
basis for the respective assessment
period.

Because of the role of the pool of
assessed companies in determining the
rate used for the assessment fee

for these companies to determine if any changes in
approach are needed.

schedule, companies identified as
assessed companies will have an
opportunity to contest Treasury’s
determination. Each company that the
Treasury determines is an assessed
company for the assessment period
would be sent a confirmation statement
about two weeks after the determination
date, but no later than 30 calendar days
prior to the first day of an assessment
period. The confirmation statement
would confirm that the company had
been determined by the Treasury to be
an assessed company and would state
the total assessable assets that the
Treasury determined would be used for
calculating the company’s semiannual
assessment. Companies may contest
Treasury’s determination of the
company as an assessed company or the
Treasury’s determination of the
company’s total assessable assets by
providing an appeal to the Treasury.
Treasury must receive such notice
within 14 calendar days of the date of
the confirmation statement to be
considered.

To contest any aspect of the
confirmation statement, the company
would be required to submit to the
Treasury a written request for
redetermination that would need to
include all the pertinent facts that
would be necessary for the Treasury to
consider in a redetermination. If the
Treasury does not receive a written
request for redetermination from a
company within 14 calendar days of the
date of the confirmation statement, the
company would be invoiced, and
subsequently charged, for the
semiannual assessment fee calculated
from the company’s total assessable
assets reflected in the confirmation
statement. If the Treasury receives a
written request for redetermination from
a company within the 14 calendar day
period, the Treasury would consider the
company’s request and respond with the
results of a redetermination no later
than 14 calendar days, if the Treasury
concludes that a redetermination is
warranted.

After the determination date, should a
company restate its submission of any
financial report described in this rule in
a manner that either materially
increases or decreases the company’s
total consolidated assets or total
assessable assets, the Treasury would
not adjust its determination of a
company as an assessed company, its
determination of the company’s total
assessable assets, or the resulting
semiannual assessment fee for the
assessment period. Since this proposed
rule is designed to allocate the transfers
to the Treasury necessary to support the
duties of the FSOC and the OFR during
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each period, changes to one company’s
assessment for a particular period
would necessitate a change in all the
other companies’ assessments so that
the aggregate of all assessment fees
equaled the assessment basis for the
period. The Treasury believes that the
burden and uncertainty that such
changes would bring are too high to
warrant attempting to delineate a
process to allow changes to the
information used by the Treasury to
make its determinations, or adjust the
company’s semiannual fee determined
by the published assessment fee
schedule. The Treasury does reserve the
right to correct an assessment to a
company if the original assessment is
found to have been made based upon
materially misrepresented or misstated
information.

Treasury would publish the Notice of
Fees about one month prior to the

payment date for the assessment period,
once the Treasury has assured its
determination of the pool of assessed
companies for the assessment period.
For the initial assessment period
including the end of fiscal year 2012
(July 20, 2012 to September 30, 2012)
and first half of fiscal year 2013
(October 1, 2012 to March 31, 2013), the
corresponding confirmation statement
would be sent to the assessed
companies on the day the final rule is
published and Treasury will work with
the companies to verify the total
assessable assets to be used for
calculating the company’s assessment.
The corresponding Notice of Fees would
be published about one month prior to
the first payment, which would be due
on the date the rule becomes in effect.

Assessment Fee Rate

An assessment fee rate published
prior to each assessment period would

SAMPLE ASSESSMENT FEE SCHEDULE

determine the semiannual assessment
fee that the Treasury would collect from
each assessed company based on their
total assessable assets as of the
determination date.

e The Treasury would publish the
assessment fee rate for each assessment
period as part of the Notice of Fees.

¢ To determine the assessment fee, a
company’s total assessable assets would
be multiplied by the assessment fee rate.
The resulting product would be the
amount of the semiannual assessment
fee for that company.

For example, if the assessment basis was
$10, and total assessable assets were
$1,000, the assessment fee rate would be
one percent. Because of the anticipated
year-to-year variability in the budget
need of OFR and FSOC, the assessment
fee rate may change over time.

Total assessable assets X Rate = Semiannual assessment fee
Column A Column B Column C
$A X B = $C

Billing & Collection of Assessment Fees

Prior to each assessment period, after
determining the pool of assessed
companies and publishing an
assessment fee rate, the Treasury would

calculate the assessment fee for each
assessed company, send an electronic
billing notification to each assessed
company, and, on the payment date,
initiate a direct debit to each company’s

account through www.pay.gov to collect
the assessment fee.

The table below shows proposed
dates of the assessment billing and
collection process:

Assessment period

Determination date

Confirmation state-
ment date *

Publication of notice
of fees **

Billing date

Payment date

Initial Assessment

December 31, 2011 ..

(July 2012 to March
2013).

Final rule publication
date.

1st semiannual As- December 31
sessment (April—

September).

2nd semiannual As- June 30
sessment (October—

March).

About two weeks
after the determina-
tion date.

About one month
prior to payment
date.

14 calendar days

July 20, 2012.

prior to payment
date.

March 15 (or prior
business day).

September 15 (or
prior business day).

*No later than 30 days prior to the first day of an assessment period.

** Rate published in the Notice of Fees.

The first time a company is
determined an assessed company,
Treasury will send, in conjunction with
the confirmation statement, instructions
on how to establish an account with
www.pay.gov for direct debits. As part
of these instructions, each assessed
company would be required to
designate a deposit account and
authorize the Treasury to initiate an
electronic debit transaction from that
account to satisfy the assessment fee by

completing the FRF Assessment Fee
Agreement Form (‘“‘agreement form™).
The agreement form asks for contact
information for the account holder,
including the appropriate account
(ABA) routing number. The agreement
form should be completed by the date
indicated in the instructions, which
would be about two weeks after the
confirmation statement is issued and,
thereafter, maintained for all subsequent
assessment periods for which the

company would be subject to
assessment. The agreement form
authorizing an electronic debit
transaction would remain in effect for
all subsequent assessments unless the
assessed company or account holder
submits a modified agreement form to
the Treasury. For the initial assessment
period including the end of fiscal year
2012 (July 20, 2012 to September 30,
2012) and first half of fiscal year 2013
(October 1, 2012 to March 31, 2013), the
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agreement form would be sent in
conjunction with the confirmation
statement on the day the final rule is
published and Treasury will work with
the companies to complete the
agreement form.

Fourteen calendar days prior to the
payment date, the Treasury will issue an
electronic billing notification, and on
the payment date, through
www.pay.gov, would initiate an
electronic debit transaction for each
assessed company.

III. Procedural Requirements

A. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA),
5 U.S.C. 601 et. seq., requires agencies
to prepare an initial regulatory
flexibility analysis (IRFA) to determine
the economic impact of the proposed
rule on small entities. Section 605(b)
allows an agency to prepare a
certification in lieu of an IRFA if the
proposed rule will not have a significant
economic impact on a substantial
number of small entities. Pursuant to 5
USC 605(b), it is hereby certified that
this proposed rule will not have a
significant economic impact on a
substantial number of small entities.
The size standard for determining
whether a bank holding company or a
nonbank financial company is small is
$7 million in average annual receipts.
Under Section 155 of the Dodd-Frank
Act, only bank holding companies with
more than $50 billion in total
consolidated assets or nonbank financial
companies regulated by the Federal
Reserve will be subject to assessment.
As such, this proposed rule will not
apply to small entities and a regulatory
flexibility analysis is not required.

B. Paperwork Reduction Act

We estimate that there are certain
direct costs associated with complying
with these rules. On a one time basis,
assessed entities would be required to
set up a bank account for fund transfers
and provide the required information to
the Treasury Department through an
information collection form. The
information collection form includes
bank account routing information and
contact information for the individuals
at the company that will be responsible
for setting up the account and ensuring
that funds are available on the billing
date. We estimate that approximately 50
companies could be affected, and that
filling out the form and submitting it to
the Treasury Department would take
approximately fifteen minutes. The
aggregate paper work burden is
estimated at 12.5 hours. We note that
this represents a conservative estimate

of administrative burden, as some of
these companies may have already
established an account for payments or
collections to the U.S. government.

On a semi-annual basis, assessed
companies will have the opportunity to
review the confirmation statement and
assessment bill. The rules do not require
the companies to conduct the review,
but it does permit it. We anticipate that
at least some of the companies will
conduct reviews, in part because the
cost associated with it is very low.

The collection of information
contained in this proposed rule has
been submitted to the Office of
Management and Budget (OMB) for
review under the requirements of the
Paperwork Reduction Act, 44 U.S.C.
3507(d).

Organizations and individuals
desiring to submit comments
concerning the collection of information
in the proposed rule should direct them
to: Office of Management and Budget,
Attn: Desk Officer for the Department of
the Treasury, Office of Information and
Regulatory Affairs, Washington, DC
20503, or by email to
oira_submission@omb.eop.gov. A copy
of the comments should also be sent to
Treasury at the addresses previously
specified. Comments on the collection
of information should be received by
March 5, 2012.

Treasury specifically invites
comments on: (a) Whether the proposed
collection of information is necessary
for the proper performance of the
mission of Treasury, and whether the
information will have practical utility;
(b) the accuracy of the estimate of the
burden of the collections of information
(see below); (c) ways to enhance the
quality, utility, and clarity of the
information collection; (d) ways to
minimize the burden of the information
collection, including through the use of
automated collection techniques or
other forms of information technology;
and (e) estimates of capital or start-up
costs and costs of operation,
maintenance, and purchase of services
to maintain the information.

The information collections are
included in § 150.6.

C. Regulatory Planning and Review
(Executive Orders 12866 and 13563)

It has been determined that this
regulation is a significant regulatory
action as defined in Executive Order
12866 as supplemented by Executive
Order 13563, in that this rule would
have an annual effect on the economy
of $100 million or more. Accordingly,
this proposed rule has been reviewed by
the Office of Management and Budget.
The Regulatory Impact Assessment

prepared by Treasury for this regulation
is provided below.

1. Description of Need for the
Regulatory Action

Section 155 of the Dodd-Frank Act
directs the Board to provide funding
sufficient to cover the expenses of the
OFR and FSOC during the two-year
period following enactment. (The Dodd-
Frank Act was enacted on July 21,
2010.) To provide funding after July 21,
2012, Section 155(d) of the Dodd-Frank
Act directs the Secretary of the Treasury
to establish by regulation, and with the
approval of the FSOC, an assessment
schedule for bank holding companies
with total consolidated assets of $50
billion or greater and nonbank financial
companies supervised by the Board.

2. Provision—Affected Population

Section 155(d) of the Dodd-Frank Act
defines the population of assessed
companies as bank holding companies
with total consolidated assets of $50
billion or greater and nonbank financial
companies supervised by the Board.

Under this definition, U.S. bank
holding companies and foreign banking
organizations with $50 billion or more
in total worldwide consolidated assets
and nonbank financial companies
supervised by the Board qualify for
assessment. However, under the
proposed rule only U.S.-based assets
from foreign banking organizations’
would be used to calculate their
assessments. Foreign banking
organizations with less than $50 billion
in U.S.-based assets would not be
assessed. Based on information
provided by the Board, we estimate that
forty-eight bank holding companies met
the criteria as assessed companies as of
June 30, 2011.

Nonbank financial companies
determined by the FSOC to require
heightened supervision under Title I
would be assessed on the basis of their
total consolidated assets for U.S. entities
and on the basis of total consolidated
assets of U.S. operations for foreign
entities, similar to bank holding
companies. All such nonbank financial
companies would be assessed,
regardless of their level of total
consolidated assets.12

12 To date, the Council has not made a
determination regarding the applicability of Board
supervision under section 113 for a nonbank
financial company. Moreover, it is unclear as to
what type of nonbank financial companies the
Council may consider for a determination. For these
reasons, as the Council begins to make
determinations regarding nonbank financial
companies under section 113, the Treasury’s
methodology for determining the assessment fee for
these companies would be reviewed and, as
needed, revised through the rulemaking process to
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3. Baseline

The Dodd-Frank Act requires
establishment of the FSOC, the OFR,
and the FDIC’s orderly liquidation
facility. These activities are directed by
the Dodd-Frank Act to be funded by the
Board for a two-year period to end on
July 21, 2012. There is no provision in
the Dodd-Frank Act for the FSOC or the
OFR to receive appropriated funds.
Section 152(e) of the Dodd-Frank Act
allows departments or agencies of
government to provide funds, facilities,
staff, and other support services to the
OFR as the OFR may determine
advisable. Section 152(e) and Section
111(j) allow for employees of the
Federal Government to be detailed to
the OFR and the FSOC, respectively,
without reimbursement. Funding
through departments or agencies of
government would not be sufficient to
perform all of the functions of the
FSOC, the OFR, and the FDIC required
by the Act. Agencies funded by
appropriations would be restricted in
the amount of funding support they
could provide to the FSOC or the OFR.
Agencies not funded by appropriations
would be restricted in the amount of
funding support they could provide for
activities outside their primary
mandate. Restrictions on the availability
of funds or lack of predictability of
funding would make it difficult to
maintain consistent program activities,
and complete analysis required to
identify possible threats to financial
stability.

4. Assessment of Total Fees Collected

It is anticipated that the annual
assessments for the FRF will exceed
$100 million, making the rule a
significant regulatory action as defined
in Executive Order 12866.

The assessment and collection of fees
described in this rule represent an
economic transfer from assessed
companies to the government, for
purposes of providing the benefits
described above. As such, the
assessments do not represent an
economic cost for purposes of this
analysis. However, the allocation of the
assessment may have distributional
impacts.

There is a wide range of possible
assessment schedules which could be
used to collect funds for the OFR and
the FSOC. For example, the schedule
could be structured to charge eligible
companies a similar fee, it could
include tiered fees and rates, or it could
include assessments for all eligible
companies as opposed to just entities

assure that the corresponding assessment fees
charged to these companies would be appropriate.

with $50 billion in U.S.-based assets
(i.e., including foreign banking
organizations with more than $50
billion in worldwide assets but less than
$50 billion in U.S.-based assets). Having
a simple, more transparent assessment
schedule reduces costs for government
and for assessed companies by making
assessments easier to calculate, budget
for, and manage administratively.
Executive Order 12866 specifically
requires that agencies “design its
regulations in the most cost-effective
manner to achieve the regulatory
objective.”

The selection of the assessment
schedule was governed by two guiding
principles:

e The assessment structure should be
simple and transparent; and

e Allocation should take into account
differences among such companies,
based on the considerations for
establishing the prudential standards
under section 115 of the Dodd-Frank
Act as required by the Act.

Under Section 155 of the Act, the
assessment schedule is required to take
into account criteria for establishing
prudential standards for supervision
and regulation of large bank holding
companies and nonbank financial
companies as described in Section 115
of the Act. The criteria in Section 115
include: “capital structure, riskiness,
complexity, financial activities
(including the financial activities of
subsidiaries), size, and any other risk-
related factors that the Council deems
appropriate.” Selection of total
consolidated assets as the basis for
assessments was intended to take into
account the criteria identified in Section
115, while providing a more transparent
and administratively cost effective
metric. Using other risk-related metrics
as a base for calculation could
dramatically increase the cost of
calculating assessments, as well as
reduce a company’s ability to project
their assessment level. As of June 30,
2011, companies meeting the criteria for
assessment had $18.7 trillion in total
consolidated assets.

Under the proposed assessment
structure, each assessed company’s
eligible assets would be multiplied by
an assessment fee rate to determine their
assessment amount. (Eligible assets
would be total worldwide consolidated
assets for U.S.-based bank holding
companies and designated U.S.-based
nonbank financial companies, and total
U.S.-based assets for foreign banking
organizations and foreign designated
nonbank financial companies.)
Assessments would be made
semiannually, generally based on an

average of the company’s last four
quarters of total consolidated assets.

Based on data on assessable assets as
of June 30, 2011, for every $100 million
collected the range of assessments
would be $280,000 for the smallest
assessed company (with just over $50
billion in assets) to $12.5 million for the
largest assessed company (with
approximately $2.3 trillion in assets).13
The ten largest assessed companies
would provide roughly two-thirds of the
total assessed amount.

Based on currently available data, no
assessed company will have less than
$50 billion in assets, thus no small
businesses are directly affected by the
regulation. Under the proposed
structure of the rule, the only assessed
companies that could have less than $50
billion in assets would be nonbank
financial companies subject to enhanced
prudential supervision by the Board.
While no such determinations have yet
been made, Treasury believes that the
FSOC will not make such a
determination for any nonbank financial
company that is a small business. It is
not anticipated that the regulation will
unduly interfere with state, local, and
tribal governments in the exercise of
their governmental functions.

We estimate that there are certain
direct costs associated with complying
with these rules. On a one time basis,
assessed entities would be required to
set up a bank account for fund transfers
and provide the required information to
the Treasury Department through an
information collection form. The
information collection form includes
bank account routing information and
contact information for the individuals
at the company that will be responsible
for setting up the account and ensuring
that funds are available on the billing
date. We estimate that approximately 50
companies could be affected, and that
the cost associated with filling out the
form and submitting it to the Treasury
Department is approximately $600.14
We note that this represents a
conservative estimate of costs as some of
these companies may have already

13 Semiannual assessments will be set to maintain
FRF balance at 12 months of budgeted capital
expenses and 6 months of budgeted operating
expenses. The initial assessment basis would be
equivalent to the budgeted expenses for the end of
fiscal year 2012 (July 20, 2012 to September 30,
2012), 7 months of budgeted capital expenses and
6 months of budgeted operating expenses for FY
2013.

14 The cost of this activity is calculated by
multiplying the 50 companies by the time it takes
to complete the form (15 minutes) by an
approximate hourly wage of $48 (assuming an
annual salary of $100,000).
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established an account for payments or
collections to the U.S. government.

On a semi-annual basis, assessed
companies will have the opportunity to
review the confirmation statement and
assessment bill. The rules do not require
the companies to conduct the review,
but it does permit it. We anticipate that
at least some of the companies will
conduct reviews, in part because the
cost associated with it is very low.

5. Alternative Approaches Considered

We have noted that there are many
possible assessment structures which
could be employed to collect
assessments. As part of the rulemaking
process, Treasury contemplated a
variety of structures for determining
how assessments would be allocated.
Particularly, Treasury considered
alternate approaches with regard to the
complexity of the method of assessment.
In addition, Treasury considered
alternative approaches with the
following features: (1) Approaches
designed to charge assessed companies
at a similar fee level, distributing
collections more evenly; (2) approaches
designed to charge different rates for
different levels of total consolidated
assets, creating a “‘tiered” structure of
rates; and (3) approaches designed to
charge all eligible bank holding
companies, as opposed to just those
with $50 billion in assessable assets. We
discuss these alternative approaches
below.

a. Complexity of Approach

In evaluating methodologies for
determining individual company
assessments, the Treasury notes that
there has been a variety of assessment
approaches employed by other federal
and international agencies which
incorporate measures of risk that are
similar to the considerations mentioned
in Section 115 of the Dodd-Frank Act.
For example, Basel III capital adequacy
standards are based on charges against
risk-weighted assets and include
additional charges for a mandatory
capital conservation buffer and a
discretionary countercyclical buffer.
The risk-based charges incorporate
capital tiers, leverage, credit valuation
adjustments, and other factors. In the
U.S., as required by the Dodd-Frank Act,
the FDIC recently revised how banks are
charged deposit insurance assessments.
With some minor exceptions, the FDIC
assessment base is total consolidated
assets minus tangible equity.

In each of these cases, and in other
related determinations, the complexity
of the assessment methodology is tied to
the goal of the charge. For instance, the
Dodd-Frank Act requires the Board to

collect assessments designed to cover
the costs of heightened regulation and
supervision of large bank holding
companies, large savings and loan
holding companies, and nonbank
financial companies supervised by the
Board.

In evaluating these arrangements,
Treasury notes that complexity in the
assessment design increases the
administrative burden to assessed
companies, including planning for those
assessments, and decreases
transparency to the public. Treasury
does not believe that the benefits of a
complex methodology justify their
increased costs in the context of this
rulemaking.

b. Charging Companies Fees at a Similar
Level

Section 155 of the Dodd-Frank Act
requires that the assessment schedule
take into account criteria for
establishing prudential standards for
supervision and regulation of large bank
holding companies and nonbank
financial companies as described in
Section 115 of the Act. The criteria in
Section 115 include: “capital structure,
riskiness, complexity, financial
activities (including the financial
activities of subsidiaries), size, and any
other risk-related factors that the
Council deems appropriate.” The option
of charging companies at a similar level
was rejected as it would appear to
contradict the intent of the Act for the
schedule to charge larger, more complex
and riskier firms higher fees. On the
basis of size alone, we estimate that the
largest eligible companies have over 40
times the assessable assets of smallest
companies.

c. Charging Fees Under a Tiered Rate
Structure

A number of regulators rely on tiered
assessment schedules to collect fees.
The Office of the Comptroller of the
Currency uses a tiered assessment
structure to collect fees associated with
regulating and supervising national
banks. The Office of Thrift Supervision
used a tiered structure to collect fees to
regulate and supervise thrifts. The main
benefit of a tiered structure is that it
allows fees to be charged at different
rates to different companies. For
example, supervision may benefit from
economies of scale, meaning that the
additional resources required for
supervision do not grow dollar for
dollar with the size of the entity.
Alternatively, larger companies may
pose risks that are disproportionately
larger than their asset size, requiring
even more resources for supervision
than do smaller companies. A tiered

approach could accommodate such
differences by allowing different fee
rates to be charged against assessed
assets by tier.

Consideration was given to
establishing such a structure for FRF
assessments. The primary benefit would
have been greater flexibility in
determining the relative amounts
assessed on larger companies versus
smaller companies. However, these
benefits were balanced against an
interest for assessment fees to be
reasonably estimable and simpler to
calculate, reducing administrative costs
both for assessed companies and the
Treasury, improving transparency, and
allowing companies to better anticipate
assessment amounts. Given that all
assessed companies are large (generally
with over $50 billion in assets) and by
definition systemically important, and
the activities of the FSOC, the OFR, and
the FDIC’s orderly liquidation facility
correspond to all of them, the relative
benefits of a tiered structure over a fixed
rate structure were unclear.

d. Charging All Eligible Bank Holding
Companies

Based on the definition of “‘bank
holding company” in Title I of the
Dodd-Frank Act, assessments can be
made against any foreign banking
organizations with $50 billion or more
in total consolidated assets. Since many
of these eligible foreign banking
companies have a relatively small
percentage of their operations in the
United States, there is limited basis for
assessing these companies.
Consideration was given to charging a
small fee, so that all eligible companies
would be charged, but the additional
costs associated with administering the
fee and cost of compliance by these
companies outweighed the perceived
benefits of this choice. The final
proposal was to charge foreign banking
organizations with $50 billion or more
in total U.S.-based assets and U.S.-based
bank holding companies with $50
billion or more in total consolidated
assets.

6. Request for Comments

Treasury is seeking comments on all
aspects of this proposed rulemaking.
Treasury is specifically seeking
comment on the following issues:

1. Does the proposed rule provide
sufficient time if an assessed company
requests redetermination?

2. Does the method for determining
the allocation of assessments provide
companies with a reasonable ability to
estimate or anticipate the assessment?

3. Is the method proposed for
consolidation in the case where more
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than one top-tier bank holding company
has a legal authority of control
appropriate?

4. Is the evaluation of alternative
approaches considered (in Section
II1.C.5) appropriate? Please provide
specific information and data to support
your comment.

List of Subjects in 31 CFR Part 150

Bank Holding Companies, Nonbank
financial companies, Financial Research
Fund.

For the reasons set forth in the
preamble, Treasury proposes to amend
Title 31, Chapter I of the Code of
Federal Regulations by adding a new
part 150 as set forth below.

PART 150—FINANCIAL RESEARCH
FUND

Sec.

150.1
150.2
150.3
150.4

Scope.

Definitions.

Determination of assessed companies.
Calculation of assessment basis.

150.5 Calculation of assessments.

150.6 Notice and payment of assessments.

Authority: 12 U.S.C. 5345; 31 U.S.C. 321.

§150.1 Scope.

The assessments contained in this
part are made pursuant to the authority
contained in 12 U.S.C. 5345.

§150.2 Definitions.

As used in this part:

Assessed company means:

(1) A bank holding company that has
$50 billion or more in total consolidated
assets, based on the average of total
consolidated assets as reported on the
bank holding company’s four most
recent quarterly Consolidated Financial
Statements for Bank Holding Companies
(or, in the case of a foreign banking
organization, based on the average of
total assets at end of period as reported
on such company’s four most recent
Capital and Asset Information for the
Top-tier Consolidated Foreign Banking
Organization submissions, or most
recent annual submission, as
appropriate); or

(2) A nonbank financial company
required to be supervised by the Board
under section 113 of the Dodd-Frank
Act.

Assessment basis means, for a given
assessment period, an estimate of the
total expenses that are necessary or
appropriate to carry out the
responsibilities of the Office and the
Council as set out in the Dodd-Frank
Act (including expenses of the
Corporation that shall be treated as
expenses of the Council pursuant to
section 210(n)(10) of the Dodd-Frank).

Assessment fee rate, with regard to a
particular assessment period, means the
rate published by the Department for the
calculation of assessment fees for that
period.

Assessment payment date means:

(1) For the initial assessment period,
July 20, 2012;

(2) For any semiannual assessment
period ending on March 31 of a given
calendar year, September 15 of the prior
calendar year; and

(3) For any semiannual assessment
period ending on September 30 of a
given calendar year, March 15 of the
same year.

Assessment period means any of:

(1) The initial assessment period; or

(2) Any semiannual assessment
period.

Bank holding company means:

(1) A bank holding company as
defined in section 2 of the Bank Holding
Company Act of 1956 (12 U.S.C. 1841);
or

(2) A foreign banking organization.

Board means the Board of Governors
of the Federal Reserve System.

Corporation means the Federal
Deposit Insurance Corporation.

Council means the Financial Stability
Oversight Council established by
section 111 of the Dodd-Frank Act.

Department means the Department of
the Treasury.

Determination date means:

(1) For the initial assessment period,
December 31, 2011.

(2) For any semiannual assessment
period ending on March 31 of a given
calendar year, June 30 of the prior
calendar year.

(3) For any semiannual assessment
period ending on September 30 of a
given calendar year, December 31 of the
prior calendar year.

Dodd-Frank Act means the Dodd-
Frank Wall Street Reform and Consumer
Protection Act.

Foreign banking organization means a
foreign bank or company that is treated
as a bank holding company for purposes
of the Bank Holding Company Act of
1956, pursuant to section 8(a) of the
International Banking Act of 1978 (12
U.S.C. 3106(a)).

Initial assessment period means the
period of time beginning on July 20,
2012 and ending on March 31, 2013.

Office means the Office of Financial
Research established by section 152 of
the Dodd-Frank Act.

Semiannual assessment period
means:

(1) Any period of time beginning after
the initial assessment period on October
1 and ending on March 31 of the
following calendar year; or

(2) Any period of time beginning after
the initial assessment period on April 1

and ending on September 30 of the same
calendar year.

Total assessable assets means:

(1) For a bank holding company other
than a foreign banking organization,
total consolidated assets, as reported on
the bank holding company’s most recent
FR Y-9C;

(2) For any other bank holding
company that has $50 billion or more in
total consolidated assets, the company’s
total assets of combined U.S. operations,
based on the combined total assets of
the foreign banking organization’s U.S.
subsidiaries as reported on the foreign
banking organization’s most recent
financial reports; or

(3) For a nonbank financial company
supervised by the Board under section
113 of the Dodd-Frank Act, either total
consolidated assets, if the company is a
U.S. company, or total assets of
combined U.S. operations, if the
company is a foreign company.

§150.3 Determination of assessed
companies.

(a) The determination that a bank
holding company or a nonbank financial
company is an assessed company will
be made by the Department.

(b) The Department will apply the
following principles in determining
whether a company is an assessed
company:

(1) For tiered bank holding companies
for which a holding company owns or
controls, or is owned or controlled by,
other holding companies, the assessed
company shall be the top-tier, regulated
holding company.

(2) In situations where more than one
top-tier, regulated bank holding
company has a legal authority for
control of a U.S. bank, each of the top-
tier regulated holding companies shall
be designated as an assessed company.

(3) In situations where a company has
not filed four consecutive quarters of the
financial reports referenced above for
the most recent quarters (or two
consecutive years for annual filers of the
FR Y-7Q or successor form), such as
may be true for companies that recently
converted to a bank holding company,
the Department will use, at its
discretion, other financial or annual
reports filed by the company, such as
Securities and Exchange Commission
(SEC) filings, to determine a company’s
total consolidated assets.

(4) In situations where a company
does not report total consolidated assets
in its public reports or where a company
uses a financial reporting methodology
other than U.S. GAAP to report on its
U.S. operations, the Department will
use, at its discretion, any comparable
financial information that the
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Department may require from the
company for this determination.

(c) Any company that the Department
determines is an assessed company on
a given determination date will be an
assessed company for the entire
assessment period related to such
determination date, and will be subject
to the full assessment fee for that
assessment period, regardless of any
changes in the company’s assets or other
attributes that occur after the
determination date.

§150.4 Calculation of assessment basis.

(a) For the initial assessment period,
the Department will calculate the
assessment basis such that it is
equivalent to the sum of:

(1) Budgeted operating expenses for
the Office for the period beginning July
21, 2012 and ending March 31, 2013;

(2) Budgeted operating expenses for
the Council for the period beginning
July 21, 2012 and ending March 31,
2013;

(3) Capital expenses for the Office for
the period beginning July 21, 2012 and
ending April 30, 2013;

(4) Capital expenses for the Council
for the period beginning July 21, 2012
and ending April 30, 2013; and

(5) Reasonable implementation
expenses of the Corporation for the
period beginning July 21, 2012 and
ending September 30, 2013 under
section 210(n)(10) of the Dodd-Frank
Act.

(b) For each subsequent assessment
period, the Department will calculate an
assessment basis that shall be sufficient
to replenish the Financial Research
Fund to a level equivalent to the sum of:

(1) Budgeted operating expenses for
the Office for the applicable assessment
period;

(2) Budgeted operating expenses for
the Council for the applicable
assessment period;

(3) Budgeted capital expenses for the
Office for the 12-month period
beginning on the first day of the
applicable assessment period;

(4) Budgeted capital expenses for the
Council for the 12-month period
beginning on the first day of the
applicable assessment period; and

(5) Reasonable implementation
expenses of the Federal Deposit
Insurance Corporation for the applicable
assessment period under section
210(n)(10) of the Dodd-Frank Act.

§150.5 Calculation of assessments.

(a) For each assessed company, the
Department will calculate the total
assessable assets in accordance with the
definition in § 150.2.

(b) The Department will allocate the
assessment basis to the assessed
companies in the following manner:

(1) Based on the sum of all assessed
companies’ total assessable assets, the
Department will calculate the
assessment fee rate necessary to collect
the assessment basis for the applicable
assessment period.

(2) The assessment payable by an
assessed company for each assessment
period shall be equal to the assessment
fee rate for that assessment period
multiplied by the total assessable assets
of such assessed company.

(3) Foreign banking organizations
with less than $50 billion in total
assessable assets shall not be assessed.

§150.6 Notice and payment of
assessments.

(a) No later than the thirtieth calendar
day prior to the first day of a
semiannual assessment period (or, in
the case of the initial assessment period,
the effective date of this rule), the
Department will send to each assessed
company a statement that:

(1) Confirms that such company has
been determined by the Department to
be an assessed company; and

(2) States the total assessable assets
that the Department has determined will
be used for calculating the company’s
assessment.

(b) If a company that is required to
make an assessment payment for a given
semiannual assessment period believes
that the statement referred to in
paragraph (a) contains an error, the
company may provide the Department
with a written request for a revised
statement. Such request must be
received by the Department via email
within 14 calendar days and must
include all facts that the company
requests the Department to consider.
The Department will respond to all such
requests within 14 calendar days of
receipt thereof.

(c) No later than the 14 calendar days
prior to the payment date for a given
assessment period, the Department will
send an electronic billing notification to
each assessed company, containing the
final assessment that is required to be
paid by such assessed company.

(d) For the purpose of making the
payments described in § 150.5, each
assessed company shall designate a
deposit account for direct debit by the
Department through www.pay.gov or
successor Web site. No later than the
later of 30 days prior to the payment
date for an assessment period, or the
effective date of this rule, each such
company shall provide notice to the
Department of the account designated,
including all information and

authorizations required by the
Department for direct debit of the
account. After the initial notice of the
designated account, no further notice is
required unless the company designates
a different account for assessment debit
by the Department, in which case the
requirements of the preceding sentence
apply.

(e) Each assessed company shall take
all actions necessary to allow the
Department to debit assessments from
such company’s designated deposit
account. Each such company shall, prior
to each assessment payment date,
ensure that funds in an amount at least
equal to the amount on the relevant
electronic billing notification are
available in the designated deposit
account for debit by the Department.
Failure to take any such action or to
provide such funding of the account
shall be deemed to constitute
nonpayment of the assessment. The
Department will cause the amount
stated in the applicable electronic
billing notification to be directly debited
on the appropriate payment date from
the deposit account so designated.

(f) In the event that, for a given
assessment period, an assessed
company materially misstates or
misrepresents any information that is
used by the Department in calculating
that company’s total assessable assets,
the Department may at any time re-
calculate the assessment payable by that
company for that assessment period,
and the assessed company shall take all
actions necessary to allow the
Department to immediately debit any
additional payable amounts from such
assessed company’s designated deposit
account.

(g) If a due date under this section
falls on a date that is not a business day,
the applicable date shall be the previous
business day.

Dated: December 22, 2011.
Cyrus Amir-Mokri,

Assistant Secretary for Financial Institutions,
Department of the Treasury.

[FR Doc. 2011-33659 Filed 12-30-11; 8:45 am]
BILLING CODE 4810-25-P
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DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17

[Docket No. FWS—-R8-ES-2011-0103;
4500030113]

Endangered and Threatened Wildlife
and Plants; 90-Day Finding on a
Petition To List Sierra Nevada Red Fox
as Endangered or Threatened

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Notice of petition finding and
initiation of status review.

SUMMARY: We, the U.S. Fish and
Wildlife Service (Service), announce a
90-day finding on a petition to list
Sierra Nevada red fox (Vulpes vulpes
necator) as endangered or threatened
under the Endangered Species Act of
1973, as amended (Act), and to
designate critical habitat. Based on our
review, we find that the petition
presents substantial scientific or
commercial information indicating that
listing this subspecies may be
warranted. Therefore, with the
publication of this notice, we are
initiating a review of the status of the
subspecies to determine if listing Sierra
Nevada red fox is warranted. To ensure
that this status review is
comprehensive, we are requesting
scientific and commercial data and
other information regarding this
subspecies. Based on the status review,
we will issue a 12-month finding on the
petition, which will address whether
the petitioned action is warranted, as

provided in section 4(b)(3)(B) of the Act.

DATES: To allow us adequate time to
conduct this review, we request that we
receive information on or before March
5, 2012. The deadline for submitting an
electronic comment using the Federal
eRulemaking Portal (see ADDRESSES
section, below) is 11:59 p.m. Eastern
Time on this date. After March 5, 2012,
you must submit information directly to
the Sacramento Fish and Wildlife Office
(see FOR FURTHER INFORMATION CONTACT
section below). Please note that we
might not be able to address or
incorporate information that we receive
after the above requested date.
ADDRESSES: You may submit
information by one of the following
methods:

(1) Electronically: Go to the Federal
eRulemaking Portal: http://
www.regulations.gov. In the Enter
Keyword or ID box, enter Docket No.
FWS-R8-ES—2011-0103, which is the
docket number for this action. Then
click on the Search button. You may

submit a comment by clicking on “Send
a Comment or Submission.”

(2) By hard copy: Submit by U.S. mail
or hand-delivery to: Public Comments
Processing, Attn: FWS—-R8-ES-2011-
0103; Division of Policy and Directives
Management; U.S. Fish and Wildlife
Service; 4401 N. Fairfax Drive, MS
2042-PDM; Arlington, VA 22203.

We will not accept email or faxes. We
will post all information we receive on
http://www.regulations.gov. This
generally means that we will post any
personal information you provide us
(see the Request for Information section,
below, for more details).

FOR FURTHER INFORMATION CONTACT:
Karen Leyse, Sacramento Field Office
Listing/Critical Habitat Coordinator,
U.S. Fish and Wildlife Service,
Sacramento Fish and Wildlife Office,
2800 Cottage Way, Room W-2605,
Sacramento, CA 95825; by telephone at
(916) 414—-6600; or by facsimile at (916)
414-6712. If you use a
telecommunications device for the deaf
(TDD), please call the Federal
Information Relay Service (FIRS) at
(800) 877-8339.

SUPPLEMENTARY INFORMATION:
Request for Information

When we make a finding that a
petition presents substantial
information indicating that listing a
species may be warranted, we are
required to promptly review the status
of the species (status review). For the
status review to be complete and based
on the best available scientific and
commercial information, we request
information on Sierra Nevada red fox
from governmental agencies, Native
American tribes, the scientific
community, industry, and any other
interested parties. We seek information
on:

(1) The species’ biology, range, and
population trends, including:

(a) Habitat requirements for feeding,
breeding, and sheltering;

(b) Genetics and taxonomy;

(c) Historical and current range,
including distribution patterns;

(d) Historical and current population
levels, and current and projected trends;
and

(e) Past and ongoing conservation
measures for the species, its habitat, or
both.

(2) The factors that are the basis for
making a listing determination for a
species under section 4(a) of the Act
(16 U.S.C. 1531 et seq.), which are:

(a) The present or threatened
destruction, modification, or
curtailment of its habitat or range;

(b) Overutilization for commercial,
recreational, scientific, or educational
purposes;

(c) Disease or predation;

(d) The inadequacy of existing
regulatory mechanisms; and

(e) Other natural or manmade factors
affecting its continued existence.

If, after the status review, we
determine that listing Sierra Nevada red
fox is warranted, we will propose
critical habitat (see definition in section
3(5)(A) of the Act) under section 4 of the
Act, to the maximum extent prudent
and determinable at the time we
propose to list the species. Therefore,
we also request data and information
on:

(1) What may constitute “physical or
biological features essential to the
conservation of the species,” within the
geographical range currently occupied
by the species;

(2) Where these features are currently
found;

(3) Whether any of these features may
require special management
considerations or protection;

(4) Specific areas outside the
geographical area occupied by the
species that are “essential for the
conservation for the species”; and

(5) What, if any, critical habitat you
think we should propose for designation
if the species is proposed for listing, and
why such habitat meets the
requirements of section 4 of the Act.

Please include sufficient information
with your submission (such as scientific
journal articles or other publications) to
allow us to verify any scientific or
commercial information you include.

Submissions merely stating support
for or opposition to the action under
consideration without providing
supporting information, although noted,
will not be considered in making a
determination. Section 4(b)(1)(A) of the
Act directs that determinations as to
whether any species is an endangered or
threatened species must be made
“solely on the basis of the best scientific
and commercial data available.”

You may submit your information
concerning this status review by one of
the methods listed in ADDRESSES. If you
submit information via http://
www.regulations.gov, your entire
submission—including any personal
identifying information—will be posted
on the Web site. If your submission is
made via a hardcopy that includes
personal identifying information, you
may request at the top of your document
that we withhold this personal
identifying information from public
review. However, we cannot guarantee
that we will be able to do so. We will
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post all hardcopy submissions on
http://www.regulations.gov.

Information and supporting
documentation that we received and
used in preparing this finding is
available for you to review at http://
www.regulations.gov, or by appointment
during normal business hours at the
U.S. Fish and Wildlife Service,
Sacramento Fish and Wildlife Office
(see FOR FURTHER INFORMATION CONTACT).

Background

Section 4(b)(3)(A) of the Act requires
that we make a finding on whether a
petition to list, delist, or reclassify a
species presents substantial scientific or
commercial information indicating that
the petitioned action may be warranted.
We are to base this finding on
information provided in the petition,
supporting information submitted with
the petition, and information otherwise
available in our files. To the maximum
extent practicable, we are to make this
finding within 90 days of our receipt of
the petition and publish our notice of
the finding promptly in the Federal
Register.

Our standard for substantial scientific
or commercial information within the
Code of Federal Regulations (CFR) with
regard to a 90-day petition finding is
“that amount of information that would
lead a reasonable person to believe that
the measure proposed in the petition
may be warranted” (50 CFR 424.14(b)).
If we find that substantial scientific or
commercial information was presented,
we are required to promptly conduct a
species status review, which we
subsequently summarize in our 12-
month finding.

Petition History

On April 27, 2011, we received a
petition dated April 27, 2011, from the
Center for Biological Diversity,
requesting that Sierra Nevada red fox be
listed as endangered or threatened, and
that critical habitat be designated under
the Act. The petition clearly identified
itself as such and included the requisite
identification information for the
petitioner, as required by 50 CFR
424.14(a). In a May 24, 2011, letter to
the petitioner, we responded that we
reviewed the information presented in
the petition and determined that issuing
an emergency regulation temporarily
listing the species under section 4(b)(7)
of the Act was not warranted. We also
stated that we were required to
complete a significant number of listing
and critical habitat actions in Fiscal
Year 2011 pursuant to court orders,
judicially approved settlement
agreements, and other statutory
deadlines, but that we had secured

funding for Fiscal Year 2011 to allow
publication of a finding in the Federal
Register in early Fiscal Year 2012. This
finding addresses the petition.

Species Information

Sierra Nevada red fox is classified in
the mammalian order Carnivora, family
Canidae, and is one of 10 subspecies of
red fox recognized in North America
(Lariviére and Pashitschniak-Arts 1996,
Pp- 1-2; Aubry 1997, p. 55). The Sierra
Nevada red fox can be distinguished
from other red fox subspecies based on
morphology, coloration, and habitat use
(Roest 1977, p. 13). The Sierra Nevada
red fox was first described by Merriam
(1900, as cited in Roest 1977, p. 1) as the
species Vulpes necator, but was
considered by Grinnell et al. (1937, p.
377) to be a subspecies of the red fox.
The scientific community continues to
recognize the Sierra Nevada red fox as
a subspecies (Roest 1977, p. 1; Lariviére
and Pashitschniak-Arts 1996, pp. 1-2;
Aubry 1997, p. 55; Sachs et al. 2010, p.
1542). Therefore, we accept the
classification of the Sierra Nevada red
fox as a subspecies of the red fox.

The red fox is a relatively small canid
with an elongated snout, large ears,
slender legs and body, and a bushy tail
with a white tip (Lariviére and
Pashitschniak-Arts 1996, p. 2; Aubry
1997, p. 55). Sierra Nevada red fox is
typically red, but can occur in black or
silver phases (Grinnell et al. 1937, p.
377; Roest 1977, p. 1), and is generally
smaller than other red fox subspecies in
North America (California Department
of Fish and Game (CDFG) 1987, p. 3).

Historically, Sierra Nevada red fox
occupied high-elevation areas of the
Sierra Nevada and Cascade mountain
ranges in California (Zielinski et al.
2005, p. 1389), ranging from Tulare
County north to Sierra County, and from
the vicinity of Lassen Peak and Mt.
Shasta west to the Trinity Mountains in
Trinity County (Grinnell et al. 1937, p.
381). However, a recent study by Sachs
et al. (2010, p. 1536) indicates that the
historical range of Sierra Nevada red fox
includes the southern Cascade
mountain range in Oregon, as far north
as the Columbia River. The current
distribution of Sierra Nevada red fox is
believed to be restricted to two small
populations: one in the vicinity of
Lassen Peak (Perrine 2005, p. 105;
California Natural Diversity Database
(CNDDB) 2011, pp. 54-60) and the other
in the vicinity of Sonora Pass (Perrine
et al. 2010, notes in proof; CNDDB 2011,
pp. 54-60). Although its entire
historical range was not surveyed,
systematic surveys by Zielinski et al.
(2005, p. 62010, p1389) failed to detect
Sierra Nevada red fox. The U.S. Forest

Service recently conducted carnivore
surveys on National Forest System lands
throughout the Sierra Nevada using
track plates and remotely triggered
cameras, but Sierra Nevada red fox were
detected only in the Lassen National
Forest and Humboldt-Toiyabe National
Forest (Perrine et al. 2010, notes in
proof and p. 8). Current population
levels of Sierra Nevada red fox are
unknown, but the subspecies is believed
to occur at very low density (Perrine et
al. 2010, p. 9).

While the red fox is one of the most
studied carnivores, little is known about
Sierra Nevada red fox ecology (Perrine
et al. 2010, p. 14). Sierra Nevada red fox
is one of three high-elevation montane
subspecies referred to as mountain foxes
(Aubry 1997, p. 55). It is found in alpine
and subalpine habitats typically above
1,525 meters (m) (5,000 feet (ft))
elevation, including meadows, dense
mature forests, talus (rocks accumulated
at the base of a cliff, chute, or slope),
and fell fields (treeless rock-strewn
areas dominated by scattered plants or
grasses) (Perrine et al. 2010, p. 18;
CNDDB 2011, pp. 1-60). Radio
telemetry data indicate that Sierra
Nevada red fox are most active at dusk
and at night (Perrine 2005, p. 114).
Habitat use by Sierra Nevada red fox
varies seasonally. During the summer
(generally June to November (Perrine
2005, p. 160)), they prefer barren, high-
elevation habitats (Perrine 2005, p. 137)
and utilize high-elevation shrub and
conifer communities in proportion to
their availability (Perrine 2005, p. 161).
During the winter (generally November
to June (Perrine 2005, p. 160)), they are
associated with mature closed-canopy
forest (Perrine 2005, p. 163) and
preferentially select forested areas for
travel, possibly to avoid deep snow
(Benson et al. 2005, p. 128). A study of
Sierra Nevada red fox in the vicinity of
Lassen Peak suggests that the subspecies
requires large home ranges averaging
2,323 hectares (ha) (5,740 acres (ac)),
with individual home ranges ranging
from 262 ha (647 ac) to 6,981 ha (17,250
ac) (Perrine 2005, p. 137). The Sierra
Nevada red fox demonstrates seasonal
elevation migration, moving to lower
elevations during the winter months
(Perrine et al. 2010, p. 21), presumably
to areas where prey are more readily
available due to lower snow depths
(Perrine 2005, p. 146). Sierra Nevada red
fox, like other red fox in North America,
appear to be opportunistic predators
and foragers, with a diet primarily
composed of small rodents (Perrine et
al. 2010, p. 24).

Little is known about Sierra Nevada
red fox reproductive biology. Other red
fox subspecies are predominately
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monogamous and mate over several
weeks in the late winter and early
spring (Aubry 1997, p. 57). The
gestation period for red fox is 51 to 53
days, with birth occurring from March
through May in sheltered dens. Sierra
Nevada red fox have been documented
to use natural openings in rock slides,
talus, and riven (broken) granite as
denning sites (Grinnell ef al. 1937, p.
394), and it is likely that earthen dens
are also used (Aubry 1997, p. 58).
Grinnell et al. (1937, p. 394) reports that
litter size averages six pups with a range
of three to nine pups; however, recent
evidence suggests that litter sizes of two
to three is more typical (Perrine 2005, p.
152). The pups are weaned by 8 to 10
weeks of age, begin exploring their
parents’ home range by 12 weeks, and
disperse in the early fall when fully
grown (Perrine et al. 2010, pp. 14-15).

Evaluation of Information for This
Finding

Section 4 of the Act (16 U.S.C. 1533)
and its implementing regulations at 50
CFR part 424 set forth the procedures
for adding a species to, or removing a
species from, the Federal Lists of
Endangered and Threatened Wildlife
and Plants. A species may be
determined to be an endangered or
threatened species due to one or more
of the five factors described in section
4(a)(1) of the Act:

(A) The present or threatened
destruction, modification, or
curtailment of its habitat or range;

(B) Overutilization for commercial,
recreational, scientific, or educational
purposes;

(C) Disease or predation;

(D) The inadequacy of existing
regulatory mechanisms; or

(E) Other natural or manmade factors
affecting its continued existence.

In considering what factors might
constitute threats, we must look beyond
the mere exposure of the species to the
factor to determine whether the species
responds to the factor in a way that
causes actual impacts to the species. If
there is exposure to a factor, but no
response, or only a positive response,
that factor is not a threat. If there is
exposure and the species responds
negatively, the factor may be a threat
and we then attempt to determine how
significant a threat it is. If the threat is
significant, it may drive or contribute to
the risk of extinction of the species such
that the species may warrant listing as
endangered or threatened as those terms
are defined by the Act. This does not
necessarily require empirical proof of a
threat. The combination of exposure and
some corroborating evidence of how the
species is likely impacted could suffice.

The mere identification of factors that
could impact a species negatively may
not be sufficient to compel a finding
that listing may be warranted. The
information shall contain evidence
sufficient to suggest that these factors
may be operative threats that act on the
species to the point that the species may
meet the definition of endangered or
threatened under the Act.

In making this 90-day finding, we
evaluated whether information
regarding threats to Sierra Nevada red
fox, as presented in the petition and
other information available in our files,
is substantial, thereby indicating that
the petitioned action may be warranted.
Our evaluation of this information is
presented below.

A. The Present or Threatened
Destruction, Modification, or
Curtailment of Its Habitat or Range

The petition asserts that Sierra
Nevada red fox habitat is threatened by
logging, fire suppression, domestic
livestock grazing, and recreation,
including over-snow vehicle (OSV)
(such as snowmobile) and off-road
vehicle (ORV) use. The petition also
states that the structural changes
associated with logging and fire
suppression activities could facilitate
invasion by coyotes and nonnative red
fox, resulting in increased competition,
predation, and possible interbreeding
with nonnative red fox (Center for
Biological Diversity 2011, pp. 18 and
22). Predation related to logging is
discussed under Factor C, while
competition and interbreeding is
discussed under Factor E.

Logging—Information Provided in the
Petition

The petition claims that logging has
reduced the extent of old conifer forest
by 82 percent within the southern
Cascade mountains and by 79 percent
within the eastern Cascade mountain
forests, with similar reductions in the
Sierra Nevada (Center for Biological
Diversity 2011, p. 18). Perrine (2005, p.
137) found that Sierra Nevada red fox
detections were positively associated
with dense, mature, mid-elevation
forests exhibiting canopy cover greater
than 40 percent and trees larger than 60
centimeters (cm) (23.6 inches (in))
diameter at breast height. Winter home
ranges of Sierra Nevada red fox are
dominated by Sierran mixed conifer, red
and white fir communities in which fox
use the cavities under logs and trees,
and tree wells (area of loose or no snow
around the trunk of a tree), as day rest
sites (Perrine 2005, p. 146; Center for
Biological Diversity 2011, p. 17). The
petitioners state that the removal of the

large trees that form tree wells or that
fall and provide cavities that Sierra
Nevada red fox use as day rests, as well
as the structural changes of forest
complexity associated with logging,
render habitats less suitable for Sierra
Nevada red fox (Center for Biological
Diversity 2011, pp. 17-18).

Logging—Evaluation of Information
Provided in the Petition and Available
in Service Files

Approximately 80 percent of Sierra
Nevada red fox’s range occurs on
National Forest System Lands (Center
for Biological Diversity 2011, p. 11).
Historical logging activities in the Sierra
Nevada have resulted in the reduction
of habitat that may be used by the Sierra
Nevada red fox. Prior to logging in the
Sierra Nevada, suitable forested habitat
was projected to occur on 55 percent of
National Forest lands, while logging
reduced the suitable habitat to 13
percent of National Forest lands (SNEP
1996, p. 99). The largest extant
population of Sierra Nevada red fox
occurs in the vicinity of Lassen Peak
within both Lassen National Park and
Lassen National Forest. Lassen National
Forest currently has planned fuels
treatment projects that may affect
approximately 19,584 ha (48,392 ac),
including approximately 929 ha (2,296
ac) that contain habitat suitable for red
fox (USDA Forest Service 2009, pp.
509-510). Although forested habitats
utilized by Sierra Nevada red fox have
historically undergone logging or fuels
treatment activities, and future
treatment is planned in suitable habitat
that may be occupied by the fox, neither
the petition nor our files contain
information about potential ongoing or
future threats that may occur as a result
of logging activities. Although the
information does not support the
petitioner’s assertions on this subject,
we will further consider effects that
logging may have on the subspecies’
habitat in our status review.

Fire Suppression—Information
Provided in the Petition

The petition asserts that fire
suppression activities impact the
natural role of fire in developing the
habitat components used by Sierra
Nevada red fox (Center for Biological
Diversity 2011, p. 22). The petition also
states that forest openings, fell fields,
and early-seral (period from disturbance
to crown closure of conifer stands) post-
fire habitats are important components
for Sierra Nevada red fox as these areas
provide habitat for a majority of the
fox’s prey base (Center for Biological
Diversity 2011, p. 22). Finally, the
petition claims that fire suppression
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activities may result in direct impacts to
Sierra Nevada red fox, as well as alter
and fragment the structure of the
habitat. The potential for fire
suppression activities to directly impact
Sierra Nevada red fox individuals is
addressed under Factor E below.

Fire Suppression—Evaluation of
Information Provided in the Petition
and Available in Service Files

We do not have any information in
our files, nor does the petition provide
specific information, on the reduction or
fragmentation of foraging habitat for
Sierra Nevada red fox due to fire
suppression. The petition also does not
document that wildfire is necessary to
create or maintain this foraging habitat.
While the petition does provide general
information about historical fire
intervals in the Sierra Nevada, it does
not provide any specific information
about fire intervals or the likelihood of
future fires within Sierra Nevada red
fox’s current range. Although the
information does not support the
petitioner’s assertions on this subject,
we will further consider effects that fire
suppression activities may have on the
subspecies’ habitat in our status review.

Domestic Livestock Grazing

The petition states that domestic
livestock grazing impacts Sierra Nevada
red fox foraging habitat by removing the
vegetative habitat components that
support their prey (Center for Biological
Diversity 2011, p. 20). Because the
information presented in the petition is
related more closely to prey availability
than Sierra Nevada red fox habitat, the
threat from domestic livestock grazing
will be discussed below in Factor E.

Recreation—Information Provided in
the Petition

The petition asserts that recreational
activities (including OSV, ORV, dirt
bike activity, hiking, and camping) can
degrade Sierra Nevada red fox habitat,
interfere with normal behavior, and
cause shifts in habitat use. The petition
did not include any information on the
habitat alteration other than to state that
habitat degradation occurs. All
recreational impacts presented in the
petition are related to direct impacts to
the subspecies, such as death, injury,
increased competition, or behavioral
changes, which are discussed under
Factor E.

Recreation—Evaluation of Information
Provided in the Petition and Available
in Service Files

We do not have any information in
our files, nor does the petition provide
any information, on the degradation of

Sierra Nevada red fox habitat due to
recreation.

Although the information does not
support the petitioner’s assertions on
this subject, we will further consider
effects that recreation may have on the
subspecies’ habitat in our status review.

Factor A Summary

The petitioner states that Sierra
Nevada red fox habitat is threatened by
logging, fire suppression, domestic
livestock grazing, and recreation
(including OSV and ORV use). While
the petition provides information about
historical impacts to habitat from
logging and fire suppression, it does not
provide any information about current
or future threats due to logging and fire
suppression practices within the
subspecies’ range. Our files contain
some information about proposed fuels
treatment projects on the Lassen
National Forest that would be within
the subspecies’ range. However, we
have no information available in the
petition or our files to indicate that
Sierra Nevada red fox individuals or
populations respond negatively to
habitat impacts resulting from logging
and fire suppression, nor do we have
information regarding potential ongoing
or future threats that may occur as a
result of these activities. Although the
information does not support the
petitioner’s assertions about activities
discussed above, we will further
investigate whether the present or
threatened destruction, modification, or
curtailment of its habitat or range is
threatening the subspecies in our status
review.

B. Overutilization for Commercial,
Recreational, Scientific, or Educational
Purposes.

Information Provided in the Petition

The petition asserts that Sierra
Nevada red fox is threatened by
accidental capture or poaching in
California, Oregon, and Nevada, and by
legal trapping in Oregon and Nevada
(Center for Biological Diversity 2011,
Pp- 24-25).

Evaluation of Information Provided in
the Petition and Available in Service
Files

Sierra Nevada red fox’s current range
is restricted to two areas of California
(Perrine 2005, p. 105; CNDDB 2011, pp.
54-60), a State in which hunting for
Sierra Nevada red fox is prohibited
(Title 14 California Code of Regulations
Section 460). California does allow
hunting and trapping of other furbearing
animals, and it is possible that Sierra
Nevada red fox could be accidentally

trapped (Center for Biological Diversity
2011, p. 25). However, neither the
petition nor Service files present any
evidence of incidental killing of Sierra
Nevada red fox while trapping other
furbearers. Trapping of Sierra Nevada
red fox is allowed in the adjacent States
of Oregon and Nevada; however, Sierra
Nevada red fox is not known to occur
in these States.

Factor B Summary

The information provided in the
petition and in our files does not
indicate that any impact from
overutilization is occurring to Sierra
Nevada red fox. However, we will
further investigate overutilization for
commercial, recreational, scientific, or
educational purposes in our status
review for this subspecies.

C. Disease or Predation

The petition states that Sierra Nevada
red fox is threatened by salmon
poisoning disease, disease transmission
by domestic dogs, and increased coyote
predation due to recreation activities,
logging, and fire suppression activities
in logged forests (Center for Biological
Diversity 2011, pp. 21-28).

Salmon Poisoning Disease (SPD)—
Information Provided in the Petition

The petition states that Sierra Nevada
red fox are threatened by salmon
poisoning disease (SPD), which is found
in wild populations of salmonid fish in
northern California, Oregon, and
Washington, but also could be spread to
other areas through fish stocking, and is
fatal to dogs, foxes, and other canids
(Center for Biological Diversity 2011, p.
25). Salmon poisoning disease is caused
by Neorickettsia helminthoeca, a
bacteria that can be carried by trout and
salmon. If an infected fish is ingested by
a dog or other canid, the bacteria can
result in fever, anorexia, vomiting, and
bloody diarrhea, with a 90 percent
mortality rate if untreated (Rikihisa et
al. 1991, p. 1928). The disease has also
been detected in at least three State
hatcheries and four private farms in
northern California (Perrine et al. 2010,
p. 28).

If infected trout and salmon are
present in waters within Sierra Nevada
red fox’s current range and Sierra
Nevada red fox consume infected fish,
the likelihood of red fox mortality is
high (Perrine et al. 2010, p. 28). The
petition provides a list of 47 water
bodies within the subspecies’
approximate current range that were
stocked with trout or salmon by CDFG
between 2002 and 2006 (Center for
Biological Diversity 2011, Appendix B).
The petitioner indicates that potential
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exposure of the Sierra Nevada red fox to
infected fish is a threat to the
subspecies.

The petition also claims that the risk
of Sierra Nevada red fox exposure to
SPD is increased by fire retardant use
(Center for Biological Diversity 2011, p.
28). Fire retardants are used on National
Forest lands to combat wildfires.
Exposure of fish to these retardants is
known to result in substantial fish kills
(USFWS 2008, p. 30). While the risk is
small, if fire retardants were used in an
SPD-infected waterway within the
current range of the subspecies, the
threat of SPD to Sierra Nevada red fox
would be increased by the fox foraging
on dead fish.

Salmon Poisoning Disease (SPD)—
Evaluation of Information Provided in
the Petition and Available in Service
Files

SPD has been documented in both
hatchery and wild salmonids in
northern California (Perrine et al. 2010,
p- 28). In order to limit the spread of
SPD beyond this area, CDFG does not
allow salmonids from their northern
California hatcheries to be stocked south
of the Feather River (Beale 2011, pers.
comm.). The Sierra Nevada red fox
population in the Sonora Pass area is
located far to the south of the Feather
River, where the potential for stocking
infected fish does not exist. Therefore,
only the fox population in the vicinity
of Lassen Peak has the potential to be
impacted by SPD. Because SPD has been
documented in both hatchery and wild
fish populations in northern California
(Perrine et al. 2010, p. 28), it is likely
that this disease occurs within the range
of the Sierra Nevada red fox. Within the
area where the disease occurs, Sierra
Nevada red fox may be exposed to
infected fish as the result of scavenging
for dead fish, misapplication of aerial
fish stocking, or the use of dead
salmonids as bait for camera stations
(Perrine et al. 2010, p. 28).

Although salmonid mortality from the
use of fire retardants could potentially
increase exposure of Sierra Nevada red
fox to SPD, current guidelines minimize
exposure of salmonids to fire retardants.
The aerial application of fire retardant
by the U.S. Forest Service is governed
by guidelines that provide for a 91-m
(300-ft) buffer around all aquatic
features (USDA Forest Service 2011a, p.
7). Additionally, based on calculations
of misapplication over the past 3 years,
there is a 0.42 percent chance of fire
retardant being applied to aquatic
features (USDA Forest Service 2011a, p.
104). Although mortality of salmonids
due to fire retardant application may be
high, the likelihood that fire retardant

will cause the mortality of salmonids
infected by SPD and that Sierra Nevada
red fox will consume the dead infected
fish is extremely low. Therefore, we do
not anticipate that the use of fire
retardants will appreciably contribute to
the spread of the disease.

Given the high mortality associated
with SPD disease in canids, and the
potential pathways for exposure of
Sierra Nevada red fox to SPD as the
result of fish stocking in the Lassen
National Forest area, we find that the
information provided in the petition, as
well as other information in our files,
presents substantial scientific or
commercial information indicating that
the petitioned action may be warranted
due to transmission of SPD. We will
review the possible effects of SPD to
Sierra Nevada red fox more thoroughly
in our 12-month status review.

Domestic Dog Predation and Disease—
Information Provided in the Petition

The petition asserts that exposure of
Sierra Nevada red fox to domestic dogs
places them at risk of attack, death, or
diseases such as rabies, sarcoptic
mange, canine distemper, and
parvovirus (Center for Biological
Diversity 2011, p. 28).

The petition asserts that the risk of
domestic dog predation and disease is
associated with the presence of roads
and recreational sites within the
subspecies’ range (Center for Biological
Diversity 2011, p. 22). Pierre et al.
(2010, p. 28) found that road
development and recreational sites
within the Sierra Nevada red fox’s range
increases the risk of interaction with
domestic pets and exposure to diseases.

Domestic Dog Predation and Disease—
Evaluation of Information Provided in
the Petition and Available in Service
Files

Diseases commonly associated with
domestic dogs have been documented in
other subspecies of red fox, and can be
fatal (Little et al. 1998, p. 623). Both
Lassen National Park and Lassen
National Forest contain recreation areas
that are within the Sierra Nevada red
fox’s current range (Perrine 2005, p. 149;
USDA Forest Service 2009, p. 510). A
number of documented sightings have
occurred in campgrounds, in parking
areas, and along roads in Lassen
National Park where Sierra Nevada red
foxes have begged for food from humans
(Perrine 2005, p. 28). The use of these
areas by humans and their domestic
dogs increases the risk of transmitting
diseases such as canine distemper,
rabies, and sarcoptic mange to Sierra
Nevada red fox (Perrine et al. 2010, p.
28), leading to a decreased level of

fitness and potential mortality. In a
radiotelemetry study of Sierra Nevada
red fox in the Lassen Peak area, Perrine
(2005, p. 141) documented mortality of
three collared individuals, attributing
the death of one directly to a dog attack.
Given that the Sierra Nevada red fox
populations are believed to be small in
number and restricted to two locations
(Perrine 2005, p. 105; CNDDB 2011, pp.
54-60), an outbreak of canine distemper
or other lethal disease, as well as
predation by domestic dogs, could have
a population-level impact. Therefore,
we conclude that there is substantial
information in the petition and in our
files to indicate that attacks and
transmission of disease from domestic
dogs may be a threat to Sierra Nevada
red fox.

Coyote Predation—Information
Provided in the Petition

The petition claims that changes in
forest structure resulting from logging,
recreation, and fire suppression
facilitate the movement of coyotes into
the Sierra Nevada red fox’s range
(Center for Biological Diversity 2011,
pp. 18-22). The petition further claims
that increased presence of coyotes could
result in increased predation upon
Sierra Nevada red fox, thus potentially
reducing their population and
reproductive success.

Coyote Predation—Evaluation of
Information Provided in the Petition
and Available in Service Files

The petition does not provide any
information, nor do we have any in our
files, to indicate that changes in forest
structure resulting from logging,
recreation, and fire suppression
facilitate the movement of coyotes into
the Sierra Nevada red fox’s range. The
abundance and distribution of coyotes
has been demonstrated to affect the
distribution of the red fox in North
Dakota (Sargeant et al. 1987, p. 291),
and, although no predation of red fox by
coyotes was observed in this study,
numerous accounts of coyotes predating
upon red fox have been documented
(Sargeant and Allen 1989, p. 631). In the
Lassen Peak area, Perrine (2005, pp. 83—
84) documented range overlap of Sierra
Nevada red fox and coyotes, especially
in summer habitat use. As coyotes are
known to prey upon foxes and occur in
areas occupied by the Sierra Nevada red
fox, predation of the Sierra Nevada red
fox by coyotes is likely. Because the
subspecies is believed to occur at a very
low density (Perrine et al. 2010, p. 9),
predation by coyotes could significantly
impact the population. Therefore, we
conclude that there is substantial
information in our files to indicate that
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coyote predation may be a threat to
Sierra Nevada red fox. We will review
the possible effects of coyote predation
on Sierra Nevada red fox more
thoroughly in our 12-month status
review.

Factor C Summary

The petition states that Sierra Nevada
red fox is threatened by SPD, disease
transmission by domestic dogs, and
increased coyote predation in logged
forests. The information contained in
the petition and in our files indicates
that SPD has been found in California
and has the potential to be introduced
to water bodies within the subspecies’
range. In addition, diseases carried by
domestic dogs are known to kill red fox,
and the petition provides information
about the presence of Sierra Nevada red
fox at recreational sites where they
could interact with humans and their
pets. While the Perrine (2005, pp. 1-
191) study did not document the
predation of Sierra Nevada red fox by
coyotes, coyotes are known to kill and
prey upon red fox in other areas, and
there is range overlap between Sierra
Nevada red fox and coyotes. In
summary, we find that the information
presented in the petition and in our files
presents substantial information
indicating that the petitioned action
may be warranted due to the threat of
disease or predation.

D. The Inadequacy of Existing
Regulatory Mechanisms

Information Provided in the Petition

The petition asserts that Sierra
Nevada red fox are threatened by
inadequate regulatory mechanisms,
such as the National Environmental
Policy Act (NEPA; 42 U.S.C. 4321 et
seq.), the Sierra Nevada Forest Plan
Amendment (SNFPA), the Northwest
Forest Plan (NWFP), climate change
initiatives, the California Endangered
Species Act (CESA), as well as Oregon
and California hunting regulations
(Center for Biological Diversity 2011,
pp. 28-32).

The petition states that NEPA requires
a Federal agency to analyze the impacts
of proposed activities on Sierra Nevada
red fox, but does not require the agency
to select an alternative with the least
impacts to the subspecies, nor require
the agency to mitigate project impacts
(Center for Biological Diversity 2011, p.
32). The petition asserts that the SNFPA
provides an outline of discretionary
measures that the U.S. Forest Service
may implement for the protection of
Sierra Nevada red fox; however,
discretionary actions are not adequate to
protect Sierra Nevada red fox because

National Forests are managed for
multiple resource objectives (Center for
Biological Diversity 2011, p. 32).
Further, the petition asserts that the
NWEFP does not specifically address the
protection of Sierra Nevada red fox, but
relies on the protection of other species
that may incidentally provide protection
to Sierra Nevada red fox (Center for
Biological Diversity 2011, p. 32).

The petition asserts that the climate
change initiatives are insufficient,
including California’s Global Warming
Solutions Act of 2006, the Clean Air Act
(42 U.S.C. 7401 et seq.), the Energy
Policy and Conservation Act (42 U.S.C.
6201 et seq.), the Clean Water Act (33
U.S.C. 1251 et seq.), and the
international United Nations
Framework Convention on Climate
Change. The petition claims that these
initiatives are inadequate due to a lack
of implementation (Center for Biological
Diversity 2011, pp. 30-32).

The petition claims that the CESA is
an inadequate regulatory mechanism
because it does not provide adequate
protections for Sierra Nevada red fox
against logging, livestock grazing,
recreation, and other human
disturbance (Center for Biological
Diversity 2011, p. 29). The threats of
logging, livestock grazing, recreation,
and other human disturbance are
addressed under Factors A, C, and E.
The petition also claims that the Oregon
furbearer, trapping, and hunting
regulations, and the California hunting
regulations, provide inadequate
regulatory mechanisms for Sierra
Nevada red fox (Center for Biological
Diversity 2011, p. 31). These State
hunting and trapping regulations
address overutilization for commercial
or recreational purposes, and were
addressed under Factor B above.

Evaluation of Information Provided in
the Petition and Available in Service
Files

The petition provides basic
information regarding a number of
possible regulatory mechanisms, such as
NEPA, SNFPA, NWFP and CESA. It is
not clear from the information provided
in the petition or available in our files
that these possible regulatory
mechanisms are inadequate to reduce
the possible threats of disease and
predation (see Factor C) or other natural
or manmade factors affecting its
continued existence (see Factor E).

Factor D Summary

The information provided in the
petition and in our files does not
indicate that any impact from the
inadequacy of existing regulatory
mechanisms is occurring to Sierra

Nevada red fox. However, we will
further investigate the inadequacy of
existing regulatory mechanisms in our
status review for this subspecies.

E. Other Natural or Manmade Factors
Affecting Its Continued Existence

The petition asserts that the following
Factor E impacts threaten Sierra Nevada
red fox: Invasion of Sierra Nevada red
fox habitat by coyotes and nonnative red
foxes, competition with coyotes and
nonnative red foxes, domestic livestock
grazing, recreation, small population
size, and climate change (Center for
Biological Diversity 2011, pp. 18, 22—
32).

Invasion by and Competition with
Coyote and Nonnative Red Foxes—
Information Provided in the Petition

The petition asserts that Sierra
Nevada red fox is threatened by
competition for prey with coyotes and
nonnative red foxes and increased
interbreeding with nonnative red foxes,
both of which are facilitated by logging,
fire suppression activities, and
recreation (Center for Biological
Diversity 2011, pp. 18, 22-32). The
petition also asserts that fire
suppression activities may result in the
direct mortality or injury of Sierra
Nevada red fox (Center for Biological
Diversity 2011, p. 22).

Invasion by and Competition With
Coyote and Nonnative Red Foxes—
Evaluation of Information Provided in
the Petition and Available in Service
Files

We do not have any information in
our files, nor does the petition provide
specific information, on how logging,
fire suppression activities, or recreation
has the potential to facilitate invasion
by coyote and nonnative foxes, nor is
there any evidence that this facilitation
has occurred. Information contained
within our files does not indicate that
competition with nonnative red foxes or
interbreeding is a concern for Sierra
Nevada red fox, as there is no indication
of range overlap with any other fox
species. Neither the petition nor our
files contain any evidence of fire
suppression activities resulting in the
direct mortality of individual Sierra
Nevada red foxes.

Coyotes and Sierra Nevada red fox
have been documented to have
overlapping summer habitat ranges in
the Lassen Peak area (Perrine 2005, pp.
83—-84). Winter habitat use by the fox
does not correlate closely with that of
the coyote (Perrine 2005, p. 83),
presumably because of snow depths and
competition for prey (Perrine 2005, p.
40-41), resulting in decreased prey
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availability in winter months.
Competition for prey between coyote
and fox is potentially exacerbated by
low prey availability in the area of
Lassen Peak (USDA Forest Service 2009,
p. 506). Sargeant ef al. (1987, p. 291)
determined that the distribution and
abundance of red fox are affected by the
distribution and abundance of coyote.
Sargeant and Allen (1983, pp. 631-632)
documented the interactions between
coyotes and other subspecies of red fox,
discovering that coyote will frequently
chase foxes and kill them, often not
utilizing them as prey. As there is
substantial range overlap between
coyotes and Sierra Nevada red fox, there
is likely competition for prey items;
additionally, because coyotes are known
to kill red foxes, we find that the
petition and information in our files
present substantial information to
indicate that interaction with coyotes
may be a threat to Sierra Nevada red fox.

Domestic Livestock Grazing—
Information Provided in the Petition

The petition states that domestic
livestock grazing impacts the Sierra
Nevada red fox’s foraging habitat by
removing the vegetative habitat
components that support its prey
(Center for Biological Diversity 2011, p.
20). For example, the petition cites a
number of studies that found that high
levels of livestock grazing can reduce
the density and biomass of a number of
prey species, such as rodents and birds
(Center for Biological Diversity 2011,
pp- 20-21). The petition also claims that
the use of rodenticides associated with
domestic cattle grazing may also reduce
the availability of small prey species in
grazed areas (Center for Biological
Diversity 2011, p. 21).

Domestic Livestock Grazing—
Evaluation of Information Provided in
the Petition and Available in Service
Files

The petition provides some evidence
that livestock grazing may alter the
availability of some prey species for
Sierra Nevada red fox. While grazing
may result in a decrease in populations
of some prey species, grazing has been
demonstrated to increase populations of
other potential prey species (Ratliff
1985, as cited in Perrin et al. 2010, p.
29). Therefore, there is evidence that
grazing may not reduce prey availability
overall, but rather cause a shift in prey
species (Perrine et al. 2010, p. 29).
While the petition asserts rodenticide
use associated with cattle grazing causes
a reduction in the availability of prey for
Sierra Nevada red fox, the widespread
use of rodenticides on public lands as
it relates to grazing has been outlawed

(Perrine et al. 2010, p. 29). Sierra
Nevada red fox utilizes a wide variety
of prey species (Perrine 2005, p. 40—41),
and there is no information indicating
that the use of rodenticides associated
with grazing is responsible for a
reduction in available prey. Therefore,
the information presented in the
petition and available in our files does
not support the petitioner’s claim that
domestic livestock grazing as it relates
to reduced prey may be a threat to the
subspecies. However, we will further
investigate the potential impacts of
domestic livestock grazing in our status
review for this subspecies.

Over-Snow Vehicle (OSV) and Off-Road
Vehicle (ORV) Use—Information
Provided in the Petition

The petition claims that OSV and
ORV use have the potential to result in
direct mortality to Sierra Nevada red fox
through vehicle strikes (Center for
Biological Diversity 2011, pp. 23—24). In
addition, the petition asserts that noise
and visual disturbance from the use of
OSVs and ORVs in winter and spring
disrupt mating and breeding behavior
(Center for Biological Diversity 2011,
PP- 23—24). The petition also claims that
OSVs negatively impact the prey base of
Sierra Nevada red fox by compacting
subnivean (beneath the snow layer)
spaces that small mammals use in the
winter (Center for Biological Diversity
2011, p. 23).

Over-Snow Vehicle (OSV) and Off-Road
Vehicle (ORV) Use—Evaluation of
Information Provided in the Petition
and Available in Service Files

Recreation areas for both OSVs and
ORVs occur in the vicinity of known
Sierra Nevada red fox populations in
both the Lassen Peak and Sonora Pass
areas (USDA Forest Service 2009, p.
510; 2011b, p. 29), and OSV and ORV
use in these areas has the potential to
interfere with reproduction and foraging
behavior due to noise and visual
disturbance (Center for Biological
Diversity 2010, p. 23; USDA Forest
Service 2009, p. 510; 2011b, p. 29).
Additionally, according to the U.S.
Department of Agriculture (USDA)
Forest Service, the compaction of snow
attributed to OSVs is likely to result in
a decrease in subnivean species utilized
as prey by the fox (USDA Forest Service
2011b, p. 29). While the response of
Sierra Nevada red fox to OSVs and
ORVs is largely undocumented, studies
involving other mammalian species
have demonstrated noise disturbance
attributed to OSVs and ORVs has
resulted in elevated heart rates and
glucocorticoid stress levels, increased
energy expenditure, interference with

reproduction and foraging behavior, and
direct or indirect mortality (Baker and
Buthmann 2005, pp. 15-16; Center for
Biological Diversity 2011, pp. 23-24;
Creel et al. 2002, pp. 811-812; Ouren et
al. 2007, pp. 16, 19). Given that
populations of the Sierra Nevada red fox
overlap with OSV and ORV use areas,
the negative responses of other mammal
species to OSVs and ORVs, and the
potential reduction in the fox’s winter
prey base, we find the petition presents
substantial information that the
petitioned action may be warranted due
to OSV and ORV use.

Vulnerability of Small Isolated
Populations—Information Provided in
the Petition

The petition asserts that the small
population size of Sierra Nevada red fox
magnifies the potential for extinction of
the subspecies due to the other threats
impacting it (Center for Biological
Diversity 2011, p. 33). The petition
states that the population size of Sierra
Nevada red fox in the vicinity of Lassen
peak is believed to consist of fewer than
50 individuals, likely as few as 15
(Center for Biological Diversity 2011, p.
33). Inherent threats related to small
population size include the chance of
extinction due to stochastic (random,
unpredictable) events (Center for
Biological Diversity 2011, p. 33), such as
genetic drift, demographic fluctuations
related to mating and survival,
environmental conditions, and local
catastrophes (Lacey 1997, p. 329).

Vulnerability of Small Isolated
Populations—Evaluation of Information
Provided in the Petition and Available
in Service Files

Perrine’s (2005, pp. 1-195)
radiotelemetry study that covered a
portion of the Lassen Peak area was
limited to a sample size of five
individual Sierra Nevada red foxes,
which likely represented the entire fox
population within the 311.5-square-
kilometer (120.3-square-mile) study area
(Perrine 2005, p. 135). The recently
detected Sierra Nevada red fox
population in the Sonora Pass area
includes only three confirmed
individuals to date (CNDDB 2011, pp.
54—-60); however, there are no current
estimates of population size. Events
(such as disease outbreaks, reproductive
failure, or a combination of several
events) could destroy a portion of either
of the two populations or an entire
population. The loss of individual
Sierra Nevada red fox could further
increase the risk of extirpation resulting
from the genetic and demographic
problems inherent to small populations
(Lacey 1997, pp. 329, 331). Based on the
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information presented in the petition
and our files indicating that few animals
exist in only two populations, paired
with the risk of catastrophic events
(such as disease; see Factor C), we
conclude that substantial information
exists to indicate that Sierra Nevada red
fox could be threatened by
vulnerabilities of small populations.

Climate Change—Information Provided
in the Petition

The petition claims that
anthropogenic climate change poses a
significant threat to Sierra Nevada red
fox because it has already resulted in
warmer and drier conditions in the
Sierra Nevada and Cascade mountains
(Center for Biological Diversity 2011, p.
34). The petition asserts that climate
projections indicate that temperatures in
the Sierra Nevada will continue to rise
and there will be a decrease in
snowpack (Center for Biological
Diversity 2011, p. 37), thereby
magnifying the other threats to Sierra
Nevada red fox.

Climate Change—Evaluation of
Information Provided in the Petition
and Available in Service Files

Climate change models conducted for
the Sierra Nevada Ecoregion suggest that
climate change may potentially have an
impact on wildlife populations in the
Sierra Nevada region due to changes in
vegetation communities (PRBO
Conservation Science 2011, p. 25). The
petition presents information on
projected climate change within the
range of Sierra Nevada red fox, as well
as speculation on the potential impact
of climate change on the fox. However,
the petitioner does not provide specific
information regarding the impact of
climate change on Sierra Nevada red fox
populations. Therefore, the information
presented by the petitioner and readily
available in our files does not support
the petitioner’s claim that climate
change poses a threat to Sierra Nevada
red fox. However, we will further
investigate the potential impacts of
climate change in our status review for
this subspecies.

Summary of Factor E

The petition states that Sierra Nevada
red fox is threatened by domestic
livestock grazing, competition, OSV or
ORYV use, the vulnerability of small
isolated populations, and climate
change. The information contained in
the petition and in our files indicates
that competition with the coyote may
result in the direct mortality of Sierra
Nevada red fox, limited availability of
prey, and altered habitat use by Sierra
Nevada red fox. OSV or ORV use may

interfere with essential behaviors, such
as breeding and feeding, through
disturbance and reduction in prey.
Currently, the Sierra Nevada red fox is
known from only two small isolated
populations; therefore, small population
size is a factor that may make the fox
more vulnerable to other threats, such as
competition, catastrophic events, or
genetic or demographic problems. In
summary, we find that the information
presented in the petition and in our files
presents substantial scientific or
commercial information indicating the
petitioned action may be warranted due
to the threat of other natural or
manmade factors affecting the
subspecies’ continued existence.
Finding

On the basis of our determination
under section 4(b)(3)(A) of the Act, we
determine that the petition presents
substantial scientific or commercial
information indicating that listing Sierra
Nevada red fox throughout its range
may be warranted. This finding is based
on information provided under Factors
C (disease or predation) and E (other
natural or manmade factors affecting the
subspecies’ continued existence).
Although information provided under
Factors A (the present or threatened
destruction, modification, or
curtailment of its habitat or range), B
(overutilization for commercial,
recreational, scientific, or educational
purposes), and D (inadequacy of
existing regulatory mechanisms) does
not support the petition’s assertions, we
will further consider information
relating to these factors in the status
review.

Because we have found that the
petition presents substantial
information indicating that listing Sierra
Nevada red fox may be warranted, we
are initiating a status review to
determine whether listing Sierra Nevada
red fox under the Act is warranted.

The petition asserts that Sierra
Nevada red fox occurs in two possible
distinct population segments (DPS) and
implies that, as a subspecies, Sierra
Nevada red fox is also endangered or
threatened throughout a significant
portion of its range. We conclude that
the petition presents substantial
information that listing the entire
subspecies may be warranted.
Therefore, we have not specifically
evaluated whether the petition provides
substantial information with respect to
the two potential DPSes outlined within
the petition, or the extent to which
Sierra Nevada red fox is endangered or
threatened throughout a significant
portion of its range. An analysis of these
additional entities will occur during the

status review if we determine that
listing of the entire subspecies is not
warranted.

The ““substantial information”
standard for a 90-day finding differs
from the Act’s “best scientific and
commercial data” standard that applies
to a status review to determine whether
a petitioned action is warranted. A 90-
day finding does not constitute a status
review under the Act. In a 12-month
finding, we will determine whether a
petitioned action is warranted after we
have completed a thorough status
review of the species, which is
conducted following a substantial 90-
day finding. Because the Act’s standards
for 90-day and 12-month findings are
different, as described above, a
substantial 90-day finding does not
mean that the 12-month finding will
result in a warranted finding.
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SUMMARY: NMFS proposes to approve
and implement regulations through
Framework Adjustment 23 to the
Atlantic Sea Scallop Fishery
Management Plan, which was
developed and adopted by the New
England Fishery Management Council
and submitted to NMFS for approval.
Framework Adjustment 23 includes
measures to: Minimize impacts on sea
turtles through the requirement of a
turtle deflector dredge; improve the
effectiveness of the scallop fishery’s
accountability measures related to the
yellowtail flounder annual catch limits;
adjust the limited access general
category Northern Gulf of Maine
management program; and modify the
scallop vessel monitoring system trip
notification procedures to improve
flexibility for the scallop fleet.

DATES: Comments must be received by
5 p.m., local time, on January 18, 2012.

ADDRESSES: An environmental
assessment (EA) was prepared for
Framework 23 that describes the
proposed action and other considered
alternatives and provides a thorough
analysis of the impacts of the proposed
measures and alternatives. Copies of
Framework 23, the EA, and the Initial
Regulatory Flexibility Analysis (IRFA),
are available upon request from Paul J.
Howard, Executive Director, New
England Fishery Management Council,
50 Water Street, Newburyport, MA
01950.

You may submit comments on this
document, identified by NOAA-NMFS—
2011-0255, by any of the following
methods:

e Electronic Submission: Submit all
electronic public comments via the
Federal e-Rulemaking Portal
www.regulations.gov. To submit
comments via the e-Rulemaking Portal,
first click the “submit a comment” icon,
then enter NOAA-NMFS-2011-0255 in
the keyword search. Locate the
document you wish to comment on
from the resulting list and click on the
“Submit a Comment” icon on the right
of that line.

e Mail: Submit written comments to
Patricia A. Kurkul, Regional
Administrator, NMFS, Northeast
Regional Office, 55 Great Republic
Drive, Gloucester, MA 01930. Mark the
outside of the envelope, “Comments on
Scallop Framework 23 Proposed Rule.”

e Fax:(978) 281-9135; Attn: Emily
Gilbert.

Instructions: Comments must be
submitted by one of the above methods
to ensure that the comments are
received, documented, and considered
by NMFS. Comments sent by any other
method, to any other address or

individual, or received after the end of
the comment period, may not be
considered. All comments received are
a part of the public record and will
generally be posted for public viewing

on www.regulations.gov without change.

All personal identifying information
(e.g., name, address, etc.) submitted
voluntarily by the sender will be
publicly accessible. Do not submit
confidential business information, or
otherwise sensitive or protected
information. NMFS will accept
anonymous comments (enter “N/A” in
the required fields if you wish to remain
anonymous). Attachments to electronic
comments will be accepted in Microsoft
Word or Excel, WordPerfect, or Adobe
PDF file formats only.

FOR FURTHER INFORMATION CONTACT:
Emily Gilbert, Fishery Policy Analyst,
(978) 281-9244; fax (978) 281-9135.
SUPPLEMENTARY INFORMATION:

Background

The New England Fishery
Management Council (Council) adopted
Framework Adjustment 23 (Framework
23) on September 27, 2011, initially
submitted it to NMFS on October 25,
2011, for review and approval, and
submitted a revised final framework
document on November 30, 2011.
Framework 23 includes measures that
would require the use of a turtle
deflector dredge (TDD), including
where, when, and to which vessels this
TDD requirement would apply.
Framework 23 proposes to revise the
current accountability measures (AMs)
related to the yellowtail flounder (YTF)
annual catch limits (sub-ACLs) for the
Georges Bank (GB) and Southern New
England/Mid-Atlantic (SNE/MA) YTF
stock areas. These modifications would
only alter the months when a closure
would apply and would not change the
locations for these seasonal closure
AMs. Framework 23 also includes a
change to how scallop landings would
be applied to the Northern Gulf of
Maine Management (NGOM) total
allowable catch (TAC) when harvested
by federally NGOM-permitted vessels.
Finally, Framework 23 proposes
procedural changes to when and where
a vessel can declare a scallop trip
through vessel monitoring systems
(VMS).

The Council reviewed the Framework
23 proposed rule regulations, as drafted
by NMFS, and deemed them to be
necessary and appropriate as specified
in section 303(c) of the Magnuson-
Stevens Fishery Conservation and
Management Act (Magnuson-Stevens
Act). This proposed rule also includes
several revisions to the regulatory text

that were duplicative and unnecessary,
outdated, unclear, or otherwise could be
improved through revision. These were
not recommended by the Council, but
are proposed by NMFS under the
authority of section 305(d) of the
Magnuson-Stevens Act, which provides
that the Secretary of Commerce may
promulgate regulations necessary to
ensure that amendments to a fishery
management plan (FMP) are carried out
in accordance with the FMP. These
additional measures are identified and
described below.

Requirement to Use a TDD

The proposed measure would require
all limited access (LA) vessels
(regardless of permit category or dredge
size), and limited access general
category (LAGC) Individual Fishing
Quota (IFQ) vessels that have a dredge
with a width of 10.5 ft (3.2 m) or greater,
to use a TDD in the Mid-Atlantic (west
of 71 °W long.) from May through
October. According to recent research
indicating where sea turtle interactions
most often occur, the proposed area for
the TDD requirement includes the
majority of overlap between the scallop
fishery and expected turtle interactions
in the Mid-Atlantic. The majority of
takes for the scallop fishery have been
loggerheads, but Kemps ridley turtles
and one green sea turtle have also been
observed to interact with scallop gear as
well. Overall, data suggest that sea
turtles are most likely to be present in
areas that overlap with the scallop
fishery in the Mid-Atlantic between
May and October. All observed takes of
sea turtles in the scallop dredge fishery
have been recorded in June through
October. May was included in the
proposed action because, based
primarily on satellite, stranding, and
projected sea turtle bycatch data, sea
turtles are expected to be in the Mid-
Atlantic during that month as well.
Several sources of satellite data
recorded sea turtles in offshore waters
that overlap with the scallop fishery
during May, and sea surface
temperature and turtle distribution
information indicate that waters are
warm enough to support sea turtles
during that time. In addition, there have
been observed sea turtle takes in both
the bottom trawl and sink gillnet
fisheries in May, which indicates a
potential for interactions with scallop
fishing during that month as well.

The TDD is designed to reduce injury
and mortality of sea turtles that come
into contact with scallop dredges on the
sea floor by deflecting sea turtles over
the dredge frame and dredge bag. The
TDD includes five modifications to the
standard commercial dredge frame:
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(1) The cutting bar must be located in
front of the depressor plate.

(2) The angle between the front edge
of the cutting bar and the top of the
dredge frame must be less than or equal
to 45 degrees.

(3) All bale bars must be removed,
except the outer bale (single or double)
bars and the center support beam,
leaving an otherwise unobstructed space
between the cutting bar and forward
bale wheels, if present. The center
support beam must be less than 6 in
(15.24 cm) wide. For the purpose of
flaring and safe handling of the dredge,
a minor appendage not to exceed 12 in
(30.5 cm) in length may be attached to
the outer bale bar.

(4) Struts must be spaced no more
than 12 in (30.5 cm) apart from each
other.

(5) The TDD must include a straight
extension (“bump out”) connecting the
outer bale bars to the dredge frame. This
“bump out” must exceed 12 in (30.5
cm) in length.

Each element of this dredge is based
on direct field research that has been
conducted over several years. The
combination of these modifications is
designed to reduce the likelihood of a
sea turtle passing under the dredge
frame when the gear is on the seafloor,
which could result in the sea turtle
being crushed or injured. For example,
the cutting bar in a standard dredge is
behind and under the depressor plate,
impeding a sea turtle from rising above
the dredge. By moving the cutting bar in
front of the dredge frame, the TDD
would deflect sea turtles up and over
the dredge. The angle of 45-degrees or
less between the cutting bar and the top
of the frame would provide a smoother
transition for a sea turtle to move over
the dredge, but would maintain the
same overall height as a standard
commercial scallop dredge. The
requirement to remove the interior bale
bars, with the exception of the center
support bar, would create an
unobstructed space for sea turtles to
escape up and over the dredge, thus
maximizing survival. The additional
allowance for a flaring bar to be attached
to the outer bale bar was identified
during Council deeming of the proposed
regulations at its November 2011
Council meeting. Gear operators use the
flaring bar upon initial dredge
deployment to position the gear
correctly in the water before it descends
to the sea floor. The flaring bar, a short
stub (usually no longer than 12 inches
(30.5 cm)) welded to the inside of the
outer bale and close to the frame end,
prevents the flaring line from sliding up

the outer bale, assists in safely
positioning the dredge once in the
water. In a conventional New Bedford
style dredge, operators usually run the
flaring line through the space between
the outer bale bar and the bale support
bar closest to the outer bale bar on the
side of the dredge that is closest to the
vessel when the dredge is upright in the
setting position. The bale support bars
prevents the line from sliding up the
outer bale to the gooseneck; the flaring
line can only perform its function if it
remains near the frame end. Because the
TDD has no bale support bars that can
prevent the flaring line from moving up
the bale, the Council voted to include
the additional allowance of a flaring bar
to the outer bale bar in the TDD
regulations.

Tests show that sea turtles are less
likely to enter the dredge with struts
spaced less than 12 inches (30.5 cm)
from each other than with wider spacing
of struts. Lastly, the 12 inches (30.5 cm)
or greater “bump out” addresses the
potential for sea turtles to get caught in
the narrow corners of the dredge frame
by offering a greater area for escape.
Tests show that these modifications
cumulatively benefit sea turtle
conservation, while not compromising
the structural integrity of the dredge
design and scallop yield. These TDD
components could be modified by
future actions, if additional
modifications are developed to further
minimize impacts on sea turtles or
additions are identified that would
improve the effectiveness of these
measures.

This action proposes that all LA
vessels, regardless of permit category or
dredge width, and all LAGC IFQ vessels
that fish with dredge gear greater than
or equal to 10.5 feet (3.2 m) in width in
the applicable area and season would be
required to use a TDD. Because the
bump out modification has not been
fully tested on small dredges,
Framework 23 proposes to exempt LA
scallop vessels that use dredges with a
width less than 10.5 ft (3.2 m) from that
requirement of the TDD. Thus, LA
vessels with smaller dredges would only
have to use a TDD with the first four
modifications listed above. If an LA
vessel fishes with two dredges at a time,
both of which are less than 10.5 ft (3.2
m) in width, neither dredge is required
to have the bump out extension, even
though the combined width of both
dredges is greater than 10.5 ft (3.2 m).
The bump out exemption does not
apply to LAGC vessels that use dredges
less than 10.5 ft (3.2 m) wide because
such vessels would be exempted from

the requirement to use a TDD entirely,
due to concerns of the financial burden
that building a new dredge would have
on these small day boats, which may
have lower IFQ allocations. Based on
the Framework 23 document, if an
LAGC vessel fishes with two dredges,
both of which are less than 10.5 ft (3.2
m) wide, neither dredge would be
required to comply with the TDD
requirements, even though the
combined width of both dredges is
greater than 10.5 ft (3.2 m). The
Council’s Framework 23 document
estimated that out of the 179 active
LAGC IFQ vessels, 85 vessels (47
percent) have a dredge width greater
than or equal to 10.5 ft (3.2 m) and
would be required to use the TDD. The
remaining 94 LAGC IFQ vessels would
be exempt from the TDD requirement
entirely.

Due to the time it would take
manufacturers to develop TDDs for the
scallop fishery, this proposed measure
would be effective 1 year after the
effective date of Framework 23, if
approved (e.g., if Framework 23 is
effective on March 1, 2012, the TDD
regulations would be effective March, 1,
2013, and TDDs would be required to be
used starting May 1, 2013). This delay
would also give vessel operators and
crew time to fish with the new dredge
design before the TDD season begins.

Adjustments to the AMs Related to the
Scallop Fishery’s YTF Sub-ACLs

1. Revised AM Closure Schedules

The proposed action would revise the
YTF seasonal closure AM schedules in
both GB and SNE/MA such that the
closures would be during months with
the highest YTF catch rates, rather than
being in place for consecutive months
beginning at the start of the fishing year
(FY). The proposed AM adjustments
would still only apply to LA vessels.
Table 1 compares the current SNE/MA
AM schedule with that proposed under
Framework 23. The major difference for
SNE/MA is that the proposed closure
schedule would occur in the early
spring and winter first, rather than
starting with the spring and summer, as
under the current AM for that stock
area. AMs would occur in the same FY,
with the winter closures occurring at the
end of the FY. For example, if the
scallop fishery exceeds its FY 2011
SNE/MA sub-ACL by 7 percent, the
proposed AM closure for FY 2012
would occur in March, April, and May
of 2012, and February 2013. The area
would not close from June 2012 through
January 2013.
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TABLE 1—COMPARISON OF CURRENT SNE/MA AM SCHEDULE AND PROPOSED SCHEDULE UNDER FRAMEWORK 23

Current AM schedule Proposed
Percent overage LA closure Percent overage LA closure

T2 e March. 20r1eSS .iiiiiiieeie e March-April.

B35 March—April. 213 March—April, and February.

B=8 i March—-May. BA=7 March—-May, and February.

9—12 s March—June. TA-9 (e March-May, and January, Feb-
ruary.

1314 March—July. 9112 L, Marcy—-May, and December—Feb-
ruary.

1D s March—August. 12.1-15 e, March—June, and December—Feb-
ruary.

16 e ————————— March—September. 15116 e March—June, and November—Feb-
ruary.

17— March—October. 16.1-18 o March—July, and November—Feb-
ruary.

18 s March—November. 18.1-19 e, March—August, and October—Feb-
ruary.

19 March—January. 19.1 ormore ..o March—February.

20 and higher March—February.

Tables 2 and 3 compare the current
GB AM schedules with those proposed

under framework 23. The GB AM

schedule is still complex because the
extent of the closure period depends on
whether or not Closed Area II Scallop
Access Area (CAIl) is open in the FY
following a GB sub-ACL overage. In
general, the major difference is that the
GB AM closures begin in the fall, when

YT YTF catch rates are highest,

followed by the winter months. The

proposed GB schedule would begin the
closures at a time of year when scallop
meat weights are lowest, thus impacts
on the scallop resource and fishery
should be lower compared to closing the

area beginning in March through

spring and summer when scallop meat

weights are larger. Similar to the

MA proposed schedule, all closures

would occur in the same FY. For

FY 2014 a.m. (assuming CAII is closed
that year) would occur in March,
August, September, October, November,
and December of 2014, and in January
and February of 2015. The area would

the be open from April through July of 2014

SNE/

example, if the FY 2013 sub-ACL was
exceeded by 3.5 percent, the resulting

in FY 2014. However, if CAII was open
in FY 2014, the closure would extend
from September through November in
FY 2014.

TABLE 2—COMPARISON OF CURRENT GB AM SCHEDULE AND PROPOSED SCHEDULE UNDER FRAMEWORK 23 FOR YEARS

WHEN CAII Is OPEN

Current AM schedule Proposed
Percent overage LA closure. Percent overage LA closure.
March—-May. B0rless ..coooviiiiiiiiieen October—November.
March—June. BA-14 September—November.
March-July. 14116 o September—January.
March—August. 16.1-39 i August-January.

March—September.
March—October.
March—November.
March—-December.
March—February.

39.1-56 ......

July—January.
March—February.

TABLE 3—COMPARISON OF CURRENT GB AM SCHEDULE AND PROPOSED SCHEDULE UNDER FRAMEWORK 23 FOR YEARS

WHEN CAII IS CLOSED

Current AM schedule Proposed

Overage LA closure Overage LA closure
March—May. 1.9 0r1€SS oo, September—November.
March—June. 2.0-2.9 i August-January.
March-July. 3.0-8.9 ., March, and August—February.
March—August. 4.0-4.9 i, March, and July—February.
March—February. 5.0-5.9 i, March—-May, and July—February.

6.0 or greater ........cccceviiiiiiinnnnen, March—February.
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2. Re-Evaluating AM Determination
Mid-Year

This action proposes a modification to
the YTF AM regulations that would
allow NMFS to re-examine the
implementation of an AM once the FY
has ended and all data are available.
After the end of a given FY, if available
end-of-year data results in different
projected YTF catch levels than those
that determined the initial
announcement of any AM triggering
(e.g., the extent of the estimated overage
was higher or lower than originally
estimated, or that an AM should or
should not have been triggered), the AM
determination would be adjusted to
reflect the best information available.
Currently the only sub-ACLs allocated
to the scallop fishery are for SNE/MA
YTF and GB YTF, but the Council’s
intent is for this flexibility to apply to
any species’ sub-ACL, should they be
implemented in the scallop fishery in
the future.

On or before January 15 of each year,
the Regional Administrator determines
if the bycatch sub-ACLs are projected to
be exceeded for that FY. For example,
based on the current process, the
projection of 2012 YTF catch in the
scallop fishery will be available by
January 15, 2013, using all available
data from that FY to date (i.e. March 1,
2012, through December 2012).
Projections must be made for the
remaining months of the FY using data
from the previous year; for example,
January and February values for 2013
must be projected using data from
January and February 2012 in order to
calculate a total estimate of YTF catch
for FY2012. Several months after the FY
is complete, a final estimate of YTF
catch in the scallop fishery will be
completed when all observer and
scallop catch data are available. The
timing of the final YTF year-end
estimate is ultimately based on the
availability of the observer data for the
previous FY. For example, this year the
January and February 2011 data were
not available until September 2011, and
the final estimate was provided shortly
thereafter. Ideally, observer data in open
areas will be available 90 days after the
completion of an observed trip. As such,
the earliest month that a full FY’s
observer data would be available would
be June, roughly 3 months after the last
observed trip during the previous FY. If
the final estimate of YTF catch for Year
1, available several months after the
start of the FY in Year 2, differs from the
original estimate provided in January of
Year 1, this action would give the
Regional Administrator the authority to

revise the AM for the YTF sub-ACLs
based on the final estimates.

Changing an AM mid-year would be
complicated by the fact that some of the
AM closure schedules begin during the
first few months of the FY and may have
passed before final estimates of YTF
catch are available. For example, if the
preliminary estimate of FY 2012 SNE/
MA YTF catch in January 2013 is
estimated to be 5 percent over the sub-
ACL, AMs will trigger and the limited
access fishery will be prohibited from
fishing in specific areas in SNE/MA for
March through May 2013, and February
2014, based on the proposed YTF
closure schedule in this action. If, in
June 2013, the final estimate of SNE/MA
YTF catch concludes that the scallop
fishery caught only 1.5 percent over the
sub-ACL, the closure should have been
a 2-month closure in March and April
2013. Since the area was already closed
through May, the solution would be to
open the area for the last month of the
AM closure (i.e., February 2013)
because the final overage estimate was
less than the original projection. If the
final estimate is higher than the original
projection, this action would also give
the Regional Administrator the
authority to close the area for longer
than the original schedule. Due to the
timing of the current AMs, there may
not always be an opportunity to adjust
AMs if the seasonal closure has already
occurred during that FY, but the intent
is to be more flexible to incorporate
updated information when possible.
This action does not give the Regional
Administrator authority to impose AMs
outside the scope of approved measures.

Modifications to the NGOM
Management Program

To address some concerns regarding
the management of the NGOM,
Framework 23 proposes to allow
federally permitted NGOM vessels to
declare a state waters-only trip within
the NGOM and not have those landings
applied to the Federal NGOM TAC. If
the vessel decides to fish exclusively in
state waters within the NGOM area (i.e.,
MA, NH, and ME state waters), on a
trip-by-trip basis, the scallop catch from
state water only trips would not be
applied against the Federal NGOM TAC.
On a trip-by-trip basis, each NGOM
vessel can decide which area it is going
to fish in (i.e., Federal or state NGOM
trip). A NGOM vessel could still fish in
both state and Federal waters on a single
trip, but that vessel would need to
declare a Federal trip before leaving,
and the entire catch from that trip
would be applied to the Federal TAC,
even if some of it was harvested in state
waters.

Currently, NGOM and IFQ vessels
that declare NGOM trips must have all
landings applied to the Federal TAC,
regardless of whether or not they were
fishing in state or Federal waters of the
NGOM. Although this action would
make adjustments for NGOM-permitted
vessels, the Council did not include a
similar provision for IFQ) vessels that
fish in the NGOM. As a result, if this
measure is approved for NGOM-
permitted vessels, IFQ vessels would
continue to have all of their landings
applied to the NGOM TAC, as well as
their IFQ allocations, when fishing in
Federal or state waters within the
NGOM.

Once the Federal TAC is closed, all
federally permitted scallop vessels (i.e.,
LA, IFQ, and NGOM) are prohibited
from fishing in any part of the NGOM
until the next FY, unless they
permanently relinquish their Federal
NGOM permits and fish exclusively in
state waters. Framework 23 did not
change this provision. NGOM vessels
would no longer be able to declare state-
only NGOM trips after the effective date
of the Federal NGOM closure.

To date, the annual NGOM TAC of
70,000 1b (31.75 mt) has not been fully
harvested in any FY, and most NGOM
landings come from vessels fishing in
state waters. Framework 23 does not
change the NGOM hard TAC of 70,000
1b (31.75 mt). The Council will
reevaluate the NGOM TAC in the next
framework adjustment that would set
the specifications for FYs 2013 and
2014.

Although this action would apply to
all NGOM permitted vessels, the ability
for such vessels to fish in state waters
within the NGOM (i.e., ME, NH, MA
state waters) depends on whether or not
such vessels have the necessary state
permits to do so. In addition, NGOM
permit holders would still have to abide
by the more restrictive possession limit
of either their state or Federal NGOM
scallop permit. This action does not
exempt vessels from their Federal
possession limit when fishing in state
waters of the NGOM. To be exempt from
Federal scallop possession limits, a state
would have to apply for such exemption
through the scallop state waters
exemption program.

Adjustments to VMS Trip Notifications
for Scallop Vessels

This action proposes a measure that
would change the current VMS trip
declaration requirement for scallop
vessels only, allowing them to declare a
scallop trip anywhere shoreward of the
VMS Demarcation Line, rather than
from a designated port. Under current
regulations, vessels that are involved in
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VMS fisheries (e.g., vessels with scallop,
monkfish, multispecies, surfclam/
quahog, and herring permits) must make
their VMS trip declarations from inside
a port. This proposed measure would
allow scallop vessels the authority to
declare their trips outside of a
designated port, prior to crossing the
VMS Demarcation Line and fishing, but
would not change the trip declaration
requirements for any other fishery. The
Council’s rationale behind this
alternative is to improve safety by
eliminating the requirement that
sometimes results in scallop vessels
steaming into unfamiliar ports to
declare their scallop trips before being
able to fish. The Council may choose to
address this issue in other VMS
fisheries in future actions for those
FMPs, and NMFS recommends that the
Council discuss this further for other
FMPs in order to be consistent, where
possible, with addressing safety issues
across all fisheries requiring VMS.

The Council has proposed this action
for LA, LAGC IFQ, and LAGC NGOM
vessels, although many of these scallop-
permitted vessels would likely continue
to declare from port, regardless of the
option to do otherwise. The only vessels
that would likely take advantage of this
increased flexibility in trip notifications
would be limited access vessels
declaring scallop DAS trips for fishing
grounds that are far from their home
port. These trips are what most
commonly require a vessel to go into an
unfamiliar port to declare into the DAS
program because DAS begin to accrue
once a vessel crosses to the seaward side
of the VMS Demarcation Line and it is
not possible, safe, or practicable to
remain inside the VMS Demarcation
Line throughout the steam closer to the
fishing grounds. Because the current
estimate of landings-per-unit-effort
(LPUE) is currently calculated based on
DAS charged, this action would not
change how LPUE is estimated, and
increased catch is not expected.

Other Clarifications and Modifications

This proposed rule includes several
revisions to the regulatory text to
address text that is duplicative and
unnecessary, outdated, unclear, or
otherwise could be improved through
revision. For example, there are terms
and cross references in the current
regulations that are now inaccurate due
to the regulatory adjustments made
through Amendment 15 rulemaking
(i.e., references to “TAC” in some cases
should now refer to “annual catch limits
(ACLs)’). NMFS proposes to revise the
regulations to clarify the terminology
intended by Amendment 15 to the FMP
(76 FR 43746, ]uly 21, 2011) and to

provide more ease in locating these
regulations by updating cross
references.

This action also proposes revisions
that would clarify the intent of certain
regulations. For example, the VMS
regulations are clarified in § 648.10 to
more clearly indicate the reporting
requirements for various aspects of the
scallop fishery (e.g., pre-landing
notification requirements and state
water exemption trip declaration
requirements), to reflect the instructions
currently available through on-board
VMS units. Additionally, there are
currently prohibitions in § 648.14 that
imply that NGOM and incidental
scallop vessels may have more than
their allowable possession limit if they
are assigned industry-funded observers
during scallop trips. This text is
unnecessary and confusing because
NGOM and incidental scallop vessels
are not part of the scallop industry-
funded observer program and would not
be assigned such observers to begin
with. As such, NMFS proposes to
remove these references from the
regulations. NMFS also proposes to
clarify how LAGC vessels are charged
fees by observer providers in § 648.14,
since such an explanation exists for LA
vessels. A restriction on transferring IFQQ
in § 648.53(h)(5)(iii) would be clarified
to allow vessels to complete multiple
IFQ transfers during the course of a FY,
as long as the transfers are for a portion
of the IFQ and do not exceed the total
yearly allocation. NMFS received some
applications for permanent transfers of
100 percent of the vessel’s IFQ in the
same FY that IFQ was already leased
from the same vessel. While this
remains prohibited because transfers of
allocation percentage is effectively a
transfer of pounds, the restriction was
not intended to prevent someone from
completing multiple transfers of
portions of their IFQ. As a result, the
regulations would be clarified to
indicate that such multiple IFQ transfers
are possible during a single FY.

NMEFS also proposes to remove
outdated text regarding LAGC quarterly
TACs, which ceased to exist after the
IFQ program was implemented in FY
2010, and references to the CAII
rotational management schedule, which
was intended to be removed in the
rulemaking for Framework 22, along
with the schedules for the other GB
access areas. NMFS proposes these
changes consistent with section 305(d)
of the Magnuson-Stevens Act.

NMEFS also proposes pursuant to its
authority under section 305(d) of the
Magnuson-Stevens Act, a change to the
coordinates of the Closed Area I (CAI)
access area and the CAI North and

South essential fish habitat (EFH) areas.
These coordinates were initially
developed through Framework 16 to the
FMP (69 FR 63460, November 2, 2004)
and recently implemented through
Amendment 15 for FY 2011. During the
course of FY 2011, vessels fishing in the
CAI access area discovered that the new
coordinates for the access area created a
western boundary that is 74 of a mile
(0.4 km) to the east of the CAI western
boundary, described in § 648.81 (a)(1) as
the line extending between the points
CI1 (41°30’ N lat.; 69°23" W long.) and
CI2 (40°45’ N lat.; 68°45” W long.).
However, the access area was designed
to cover the whole middle portion of
CAI and extend out to the CAI western
boundary. In reviewing the coordinates,
NMFS found that the western
coordinates for the CAI access area were
established using imprecise matching of
coordinates to the CAI western
boundary line. NMFS proposes to
update these coordinates in the
regulations to extend the western
boundary of CAI To avoid any
confusion on intent, in the case that
various mapping software used by the
industry or NOAA'’s Office of Law
Enforcement provide slightly different
results, NMFS also clarifies that the
western boundary of the CAI access area
is the same as the western boundary of
CAI that lies between the two western-
most coordinates of the CAI access area.
Since these two coordinates also are
included in the coordinates of the CAI
North and CAI South EFH closed areas,
NMFS proposes the same changes to
those EFH area coordinates as well.

Finally, although this does not affect
the current regulations, NMFS wants to
clarify an error in table 3 of the final
rule to Framework 22 (76 FR 43774; July
21, 2011). The scallop sub-ACL values
of YTF in GB and SNE/MA were
mistakenly reversed in this table and
should have stated that the FY 2011
sub-ACLs in GB and SNE/MA are 200.8
mt and 82 mt, respectively, and the FY
2012 sub-ACLs in GB and SNE/MA are
307.5 mt and 127 mt, respectively. The
regulations already indicate the correct
values for these FYs so this action
proposes no changes.

Classification

Pursuant to section 304(b)(1)(A) of the
Magnuson-Stevens Act, the NMFS
Assistant Administrator has determined
that the proposed rule is consistent with
the FMP, other provisions of the
Magnuson-Stevens Act, and other
applicable law, subject to further
consideration after public comment.

This proposed rule has been
determined to be not significant for
purposes of Executive Order 12866. An
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IRFA has been prepared, as required by
section 603 of the Regulatory Flexibility
Act (RFA). The IRFA consists of
Framework 23 analyses, its draft IRFA,
and the preamble to this proposed rule.
A summary of the analysis follows.

Statement of Objective and Need

This action proposes four specific
management measures applicable to the
scallop fishery for FY 2012 and beyond.
A description of the action, why it is
being considered, and the legal basis for
this action are contained in Framework
23 and the preamble of this proposed
rule and are not repeated here.

Description and Estimate of Number of
Small Entities to Which the Rule Would
Apply

The RFA defines a small business
entity in any fish-harvesting or hatchery
business as a firm that is independently
owned and operated and not dominant
in its field of operation (including its
affiliates), with receipts of up to $4
million annually. All of the vessels in
the Atlantic sea scallop fishery are
considered small business entities
because all of them grossed less than $3
million according to the dealer’s data for
FYs 1994 to 2010. In FY 2010, total
average revenue per full-time scallop
vessel was just over $1.2 million, and
total average scallop revenue per LAGC
vessel was just under $120,000. The
IRFA for this and prior Scallop FMP
actions do not consider individual
entity ownership of multiple vessels.
More information about common
ownership is being gathered, but the
effects of common ownership relative to
small versus large entities under the
RFA is still unclear and will be
addressed in future analyses.

The Office of Advocacy at the Small
Business Association (SBA) suggests
two criteria to consider in determining
the significance of regulatory impacts;
namely, disproportionality and
profitability. The disproportionality
criterion compares the effects of the
regulatory action on small versus large
entities (using the SBA-approved size
definition of “small entity”’), not the
difference between segments of small
entities. Because Framework 23
estimates that no individual vessel
grosses more than $3 million in any FY
from 1994 through 2010, all permit
holders in the sea scallop fishery were
considered small business entities for
the purpose of the IRFA analysis.
Therefore, it is not necessary to perform
the disproportionality assessment to
compare the effects of the regulatory
actions on small versus large entities. A
summary of the economic impacts
relative to the profitability criterion is

provided below under “Economic
Impacts of Proposed Measures and
Alternatives.” The proposed regulations
would affect vessels with LA and LAGC
scallop permits. The Framework 23
document provides extensive
information on the number and size of
vessels and small businesses that would
be affected by the proposed regulations,
by port and state. There were 313
vessels that obtained full-time LA
permits in 2010, including 250 dredge,
52 small-dredge, and 11 scallop trawl
permits. In the same year, there were
also 34 part-time (i.e., vessels that
receive annual scallop allocations that
are 40 percent of what is allocated to
full-time vessels, based on the permit
eligibility criteria established through
Amendment 4 to the Scallop FMP) LA
permits in the sea scallop fishery. No
vessels were issued occasional scallop
permits (i.e., vessels that receive annual
scallop allocations that are 8.33 percent
of what is allocated to full-time vessels,
based on the permit eligibility criteria
established through Amendment 4 to
the Scallop FMP). In FY 2010, the first
year of the LAGC IFQ program, 333
active IFQ (including IFQ permits
issued to vessels with a LA scallop
permit), 122 NGOM, and 285 incidental
catch permits were issued. Since all
scallop permits are limited access,
vessel owners would only cancel
permits if they decide to stop fishing for
scallops on the permitted vessel
permanently. This is likely to be
infrequent due to the value of retaining
the permit. As such, the number of
scallop permits could decline over time,
but the decline would likely be less than
10 permits per year.

Description of Projected Reporting,
Recordkeeping, and Other Compliance
Requirements

This action contains no new
collection-of-information, reporting, or
recordkeeping requirements. It does not
duplicate, overlap, or conflict with any
other Federal law.

Economic Impacts of Proposed
Measures and Alternatives

Summary of the Aggregate Economic
Impacts

A detailed analysis of the economic
impacts of the proposed actions can be
found in Section 5.4 of the Framework
23 document. All economic values are
presented in terms of 2010 dollars.

In summary, in the short-term, the
aggregate economic impacts of the
proposed measures on small businesses
could range from a low negative to low
positive, depending on the extent that
positive impacts of the measures

outweigh the costs of TDD requirement.
These measures are not expected to
have significant impacts on the viability
of the vessels, especially in a highly
profitable industry like the scallop
fishery. Over the long term, Framework
23 is expected to have positive
economic impacts on the participants of
the scallop fishery and related
businesses. The proposed action is not
expected to have a considerable adverse
impact on the net revenues and profits
of the majority of the scallop vessels in
the short and the medium term.

Economic Impacts of the Proposed
Measures and Alternatives

1. Requirement To Use a TDD

The proposed action would require
the use of a TDD on scallop vessels from
May 1 through October 31 in waters
west of 71° W long. This requirement
would be applicable to all LA vessels
(regardless of permit category or dredge
size) and to those LAGC vessels that fish
with a dredge(s) that has a width of 10.5
ft (3.2 m) or greater. The Council
estimates that the cost of a new dredge
plus the cost of freight would be about
$5,000 for a standard dredge, and $2,500
to $3,000 for smaller dredges. The cost
of buying a dredge and freight cost
would be a very small proportion (1 to
2 percent) of the average scallop
revenues per LA vessel, even when the
maximum estimate of costs was used.
For an average LAGC vessel that uses
only one dredge, the cost could be
small, as well, amounting to about
2 percent of scallop revenue.
Alternatively, for some vessels that use
two dredges, the cost of buying and
installing the dredges could be higher.
Some of these vessels could choose to
fish during times and areas for which a
TDD is not required. The Council
considered two other alternatives
regarding which vessels would be
required to use a TDD: One would have
required the TDD for all LA vessels and
no LAGC vessels, and thus would not
have any adverse impacts on the LAGC
IFQ vessels. The other non-selected
alternative would have required the use
of TDD for all vessels, including all LA
and LAGC IFQ vessels, and would have
had negative impacts on some LAGC
IFQ vessels that use smaller dredges.
There would be some short-term costs
associated with buying and installing
TDDs under all alternatives, but these
costs are not large and are not expected
to have adverse impacts on the financial
viability of small business entities.
Indirect positive economic benefits over
the medium to long term are expected
to outweigh these costs under the
proposed alternative, particularly
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because the proposed alternative
exempts LAGC vessels that use small
dredges.

The option to have the TDD be
required west of 71° W long. covers the
majority of areas the scallop fishery and
expected turtle interactions in the Mid-
Atlantic overlap and excludes GB,
where interactions with turtles are very
rare. This proposed option would
minimize the economic impacts for
scallop vessels that fish solely in GB
east of 71° W long. and those that fish
in the Gulf of Maine. The proposed
action would exempt LAGC vessels with
dredges less than 10.5 ft (3.2 m) in
width from TDD requirement, mitigating
some of these negative impacts on the
smaller boats fishing in those areas. The
only other location option related to the
TDD requirement was the area used to
set effort limitations in Framework 22,
which is the greatest area of overlap in
the distribution of scallop fishing gear
and sea turtles, with the exception of
waters due south of Rhode Island. Thus,
the proposed location option would
exclude those areas that LAGC vessels
are active, and would minimize the
negative economic impacts of TDD
requirement on those vessels.
Exemption of LAGC vessels that use a
dredge less than 10.5 ft (3.2 m) wide
would mitigate the impacts of the
proposed boundary option and
minimize the differences between the
impacts of the two location options
considered.

Based on research indicating that
using a TDD is not expected to have
negative impacts on scallop landings,
the season for the TDD requirement
would probably have marginal
economic impacts on the fishery overall.
LA vessels are unlikely to change
dredges during the year, once they are
required to operate with a TDD during
a part of the year. Therefore, the relative
difference between the proposed season
(May 1 through October 31) and other
options (i.e., May 1 through November
1, or June 1 through October 31) is likely
to have only negligible impacts on these
vessels. The difference between the
season options could impact LAGC IFQ
vessels relatively more than the LA
vessels, but the exemption of LAGC IFQQ
vessels that use dredges less than 10.5
ft (3.2 m) wide would prevent the
proposed measure from negatively
affecting smaller vessels. The increase
in costs could also be minimized to
some degree by leasing of quota to
LAGC IFQ vessels that fish in other
areas. The shortest season considered by
the Council (June through October)
would have had the least impacts, and
the longest considered season option
(May through November) would have

had the largest impact on vessels and
would have impacted a larger
proportion of landings. The proposed
season option would maximize the
benefits of reducing the impacts on
turtles, while not impacting a large
proportion of scallop landings.

The proposed implementation date of
the TDD requirements, 1 year after
Framework 23, if approved, is
implemented (i.e., May 1, 2013, if
Framework 23 is implemented on
March 1, 2012), would allow
manufacturers enough time to build
dredges and give vessels time to fish
with the new dredge before the TDD
requirement would begin. A shorter
period for implementation, such as the
options for 90 days after Framework
23’s implementation, would not be
feasible because so many dredges need
to be built, and 180 days after
implementation (i.e., September 1, 2012,
in this example) would not benefit sea
turtles very much for that FY because
TDDs would only be required for 2
months. Overall, there are no
alternatives that would generate higher
economic benefits for the participants of
the scallop fishery.

2. Adjustments to the AMs Related to
the Scallop Fishery’s YTF Sub-ACLs

The proposed action would revise the
YTF seasonal closure AM schedules in
both GB and SNE/MA such that the
closures would be during months with
the highest YTF catch rates when an
overage occurs, rather than beginning at
the start of the FY and running for
consecutive months under No Action.
Overall, these modifications are not
expected to have large impacts on
scallop vessels given that only a small
percentage of LA scallop landings took
place in those areas. Because the revised
closure schedules include the winter
months, shifting effort to seasons when
the meat weights are larger will benefit
the scallop resource, increase landings
and overall economic benefits for the
scallop vessels in the medium to long
term. There are no other alternatives
that would generate higher economic
benefits for the participants of the
scallop fishery.

The action to re-evaluate the AM
determination mid-year, thus allowing
for more flexibility in determining the
appropriate AM seasonal closure length,
would be positive for LA scallop vessels
compared to No Action. Although
adjusting the FY to which the AMs
would apply could result in higher
benefits to the scallop fishery by making
this need for flexibility necessary (e.g.,
if YTF AMs were triggered the year after
the overage occurred), these measures
were not considered by the Council and

can be re-examined in a future
framework action. Thus, given the two
alternatives considered by the Council,
the proposed action would generate the
higher economic benefits for the
participants of the scallop fishery.

3. Modifications to the NGOM
Management Program

The proposed action would allow all
vessels with a Federal NGOM permit to
fish exclusively in state waters, on a
trip-by-trip basis, without the scallop
catch from exclusive state water trips
counted against the Federal NGOM
TAC. This change is not expected to
have any significant impacts under the
current resource conditions on landings
and revenues from this area. However,
if the scallop resource abundance and
landings within the State of Maine’s
waters increase in the future, the
proposed action would prevent a
reduction in landings from federally
permitted NGOM vessels fishing in the
NGOM. This action could potentially
have positive economic impacts on the
vessels that fish both in the state and
Federal waters. In addition, this action
will keep the Federal NGOM hard-TAC
at 70,000 1b (31.74 mt), which would
have a positive economic impact on the
participants of the NGOM scallop
fishery. The only other TAC alternative
would have lowered the Federal TAC to
31,000 lb (14.06 mt) to prevent excess
fishing in the NGOM above potentially
sustainable levels. Although the
proposed TAC alternative, if continued
over the long-term, could result in
reduced landings and revenues for the
NGOM fishery if effort in Federal waters
increases substantially, given the
present lack of effort in the Federal
portion of the NGOM, it is unlikely that
keeping the TAC at the proposed level
would cause near-term problems. In
addition, the Council will re-evaluate
the NGOM TAC in the next framework
adjustment that will set the
specifications for FYs 2013 and 2014.
Thus, there are no alternatives that
would generate higher economic
benefits for the participants of the
scallop fishery.

4. Change to When a Scallop Trip Can
Be Declared Through VMS

The proposed action would allow a
vessel to declare into the scallop fishery
west of the VMS Demarcation Line
rather than from a designated port,
enabling the vessel to reduce steaming
time to scallop fishing grounds and
decease its fuel and oil costs. Therefore,
the proposed modification would have
positive economic impacts on scallop
vessels and small business entities. The
only other alternative considered by the
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Council was No Action and, as such,
there are no alternatives that would
generate higher economic benefits for
the participants of the scallop fishery.

List of Subjects in 50 CFR Part 648

Fisheries, Fishing, Recordkeeping and
reporting requirements.

Dated: December 20, 2011.
Samuel D. Rauch III,
Deputy Assistant Administrator for

Regulatory Programs, National Marine
Fisheries Service.

For the reasons set out in the
preamble, 50 CFR part 648 is proposed
to be 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 §648.10, paragraphs (e)(5)(i),
(e)(5)(ii), (f) introductory text, (f)(1)
(H(2), ()(3), (D(4)(i), B(BIE)(A), (g)(1),
(h)(1) introductory text, and (h)(8) are
revised, and (g)(3)(iii) is added to read
as follows:

)
d

§648.10 VMS and DAS requirements for
vessel owner/operators.
* * * * *

(e) * % %

(5) * x %

(i) A vessel subject to the VMS
requirements of § 648.9 and paragraphs
(b) through (d) of this section that has
crossed the VMS Demarcation Line
under paragraph (a) of this section is
deemed to be fishing under the DAS
program, the Access Area Program, the
LAGC IFQ or NGOM scallop fishery, or
other fishery requiring the operation of
VMS as applicable, unless prior to
leaving port, the vessel’s owner or
authorized representative declares the
vessel out of the scallop, NE
multispecies, or monkfish fishery, as
applicable, for a specific time period.
NMFS must be notified by transmitting
the appropriate VMS code through the
VMS, or unless the vessel’s owner or
authorized representative declares the
vessel will be fishing in the Eastern
U.S./Canada Area, as described in
§648.85(a)(3)(ii), under the provisions
of that program.

(ii) Notification that the vessel is not
under the DAS program, the Access
Area Program, the LAGC IFQ or NGOM
scallop fishery, or any other fishery
requiring the operation of VMS, must be
received by NMFS prior to the vessel
leaving port. A vessel may not change
its status after the vessel leaves port or
before it returns to port on any fishing
trip, unless the vessel is a scallop vessel

and is exempted, as specified in
paragraph (f) of this section.

* * * *

(f) Atlantic sea scallop vessel VMS
notification requirements. Less than 1 hr
prior to leaving port, the owner or
authorized representative of a scallop
vessel that is required to use VMS as
specified in paragraph (b)(1) of this
section must notify the Regional
Administrator by transmitting the
appropriate VMS code that the vessel
will be participating in the scallop DAS
program, Area Access Program, LAGC
scallop fishery, or will be fishing
outside of the scallop fishery under the
requirements of its other Federal
permits, or that the vessel will be
steaming to another location prior to
commencing its fishing trip by
transmitting a ‘““declared out of fishery”’
VMS code. If the owner or authorized
representative of a scallop vessel
declares out of the fishery for the
steaming portion of the trip, the vessel
cannot possess, retain, or land scallops,
or fish for any other fish. Prior to
commencing the fishing trip following a
“declared out of fishery” trip, the owner
or authorized representative must notify
the Regional Administrator by
transmitting the appropriate VMS code,
before first crossing the VMS
Demarcation Line, that the vessel will
be participating in the scallop DAS
program, Area Access Program, or LAGC
scallop fishery. VMS codes and
instructions are available from the
Regional Administrator upon request.

(1) IFQ scallop vessels. An IFQQ
scallop vessel that has crossed the VMS
Demarcation Line specified under
paragraph (a) of this section is deemed
to be fishing under the IFQ program,
unless prior to the vessel leaving port,
the vessel’s owner or authorized
representative declares the vessel out of
the scallop fishery (i.e., agrees that the
vessel will not possess, retain, or land
scallops while declared out of the
fishery) by notifying the Regional
Administrator through the VMS. If the
vessel has not fished for any other fish
(i.e., steaming only), after declaring out
of the fishery, leaving port, and
steaming to another location, the owner
or authorized representative of an IFQ
scallop vessel may declare into the IFQ
fishery without entering another port by
making a declaration before first
crossing the VMS Demarcation Line. An
IFQ scallop vessel that is fishing north
of 42°20’ N. lat. is deemed to be fishing
under the NGOM scallop fishery unless
prior to the vessel leaving port, the
vessel’s owner or authorized
representative declares the vessel out of
the scallop fishery, as specified in

paragraphs (e)(5)(i) and (ii) of this
section, and the vessel does not possess,
retain, or land scallops while under
such a declaration. After declaring out
of the fishery, leaving port, and
steaming to another location, if the IFQ
scallop vessel has not fished for any
other fish (i.e., steaming only), the
vessel may declare into the NGOM
fishery without entering another port by
making a declaration before first
crossing the VMS Demarcation Line.

(2) NGOM scallop fishery. A NGOM
scallop vessel is deemed to be fishing in
Federal waters of the NGOM
management area and will have its
landings applied against the NGOM
management area TAC, specified in
§648.62(b)(1), unless:

(i) Prior to the vessel leaving port, the
vessel’s owner or authorized
representative declares the vessel out of
the scallop fishery, as specified in
paragraphs (e)(5)(i) and (ii) of this
section, and the vessel does not possess,
retain, or land scallops while under
such a declaration. After declaring out
of the fishery, leaving port, and
steaming to another location, if the
NGOM scallop vessel has not fished for
any other fish (i.e., steaming only), the
vessel may declare into the NGOM
fishery without entering another port by
making a declaration before first
crossing the VMS Demarcation Line.

(ii) The vessel has specifically
declared into the state-only NGOM
fishery, thus is fishing exclusively in the
state waters portion of the NGOM
management area.

(3) Incidental scallop fishery. An
Incidental scallop vessel that has
crossed the VMS Demarcation Line on
any declared fishing trip for any species
is deemed to be fishing under the
Incidental scallop fishery.

* * * * *

(4) * % %

(ii) Scallop Pre-Landing Notification
Form for IFQ and NGOM vessels. Using
the Scallop Pre-Landing Notification
Form, a vessel issued an IFQ or NGOM
scallop permit must report through VMS
the amount of any scallops kept on each
trip declared as a scallop trip, including
declared scallop trips where no scallops
were landed. In addition, vessels with
an IFQ or NGOM permit must submit a
Scallop Pre-Landing Notification Form
on trips that are not declared as scallop
trips, but on which scallops are kept
incidentally. A limited access vessel
that also holds an IFQQ or NGOM permit
must submit the Scallop Pre-Landing
Notification Form only when fishing
under the provisions of the vessel’s IFQ
or NGOM permit. VMS Scallop Pre-
Landing Notification forms must be
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submitted no less than 6 hr prior to
crossing the VMS Demarcation Line on
the way back to port, and, if scallops
will be landed, must include the
vessel’s captain/operator name, the
amount of scallop meats and/or bushels
to be landed, the estimated time of
arrival in port, the port at which the
scallops will be landed, the VTR serial
number recorded from that trip’s VIR,
and whether any scallops were caught
in the NGOM. If the scallop harvest
ends less than 6 hr prior to landing,
then the Scallop Pre-Landing
Notification form must be submitted
immediately upon leaving the fishing
grounds. If no scallops will be landed,
the form only requires the vessel’s
captain/operator name, the VTR serial
number recorded from that trip’s VTR,
and indication that no scallops will be
landed. If the report is being submitted
as a correction of a prior report, the
information entered into the notification
form will replace the data previously
submitted in the prior report.

(5) * % %

(i) L

(A) Notify the Regional Administrator,
via their VMS, prior to each trip of the
vessel under the state waters exemption
program, that the vessel will be fishing
exclusively in state waters; and
* * * * *

* x %

(1) Unless otherwise specified in this
part, or via letters sent to affected permit
holders under paragraph (e)(1)(iv) of
this section, the owner or authorized
representative of a vessel that is
required to use VMS, as specified in
paragraph (b) of this section, unless
exempted under paragraph (f) of this
section, must notify the Regional
Administrator of the vessel’s intended
fishing activity by entering the
appropriate VMS code prior to leaving
port at the start of each fishing trip.

(3) * x %

(ii1) The vessel carries onboard a valid
limited access or LAGC scallop permit,
has declared out of the fishery in port,
and is steaming to another location,
pursuant to paragraph (f) of this section.
* * * * *

(h) * * %

(1) Less than 1 hr prior to leaving
port, for vessels issued a limited access
NE multispecies DAS permit or, for
vessels issued a limited access NE
multispecies DAS permit and a limited
access monkfish permit (Category C, D,
F, G, or H), unless otherwise specified
in paragraph (h) of this section, or an
occasional scallop permit as specified in
this paragraph (h), and, prior to leaving
port for vessels issued a limited access

monkfish Category A or B permit, the
vessel owner or authorized
representative must notify the Regional
Administrator that the vessel will be
participating in the DAS program by
calling the call-in system and providing
the following information:

* * * * *

(8) Regardless of whether a vessel’s
owner or authorized representative
provides correct notification as required
by paragraphs (e) through (h) of this
section, a vessel meeting any of the
following descriptions shall be deemed
to be in its respective fishery’s DAS or
Scallop Access Area Program for
purpose of counting DAS or scallop
access area trips/pounds, and, shall be
charged DAS from the time of sailing to
landing:

(i) Any vessel issued a limited access
scallop permit and not issued an LAGC
scallop permit that possesses or lands
scallops;

(ii) A vessel issued a limited access
scallop and LAGC IFQ scallop permit
that possesses or lands more than 600 lb
(272.2 kg) of scallops, unless otherwise
specified in § 648.60(d)(2);

(iii) Any vessel issued a limited
access scallop and LAGC NGOM scallop
permit that possesses or lands more
than 200 1b (90.7 kg) of scallops;

(iv) Any vessel issued a limited access
scallop and LAGC IC scallop permit that
possesses or lands more than 40 1b (18.1
kg) of scallops;

(v) Any vessel issued a limited access
NE multispecies permit subject to the
NE multispecies DAS program
requirements that possesses or lands
regulated NE multispecies, except as
provided in §§ 648.10(h)(9)(ii), 648.17,
and 648.89; and

(vi) Any vessel issued a limited access
monkfish permit subject to the monkfish
DAS program and call-in requirement
that possess or lands monkfish above
the incidental catch trip limits specified
in § 648.94(c).

* * * * *

3.In §648.11, paragraphs (g)(1) and
(g)(5)(i)(A) are revised to read as
follows:

§648.11
coverage.
* * * * *

At-sea sea sampler/observer

* % %

(1) General. Unless otherwise
specified, owners, operators, and/or
managers of vessels issued a Federal
scallop permit under § 648.4(a)(2), and
specified in paragraph (a) of this
section, must comply with this section
and are jointly and severally responsible
for their vessel’s compliance with this
section. To facilitate the deployment of
at-sea observers, all sea scallop vessels

issued limited access permits fishing in
open areas or Sea Scallop Access Areas,
and LAGC IFQ vessels fishing under the
Sea Scallop Access Area program
specified in § 648.60, are required to
comply with the additional notification
requirements specified in paragraph
(g)(2) of this section. When NMFS
notifies the vessel owner, operator, and/
or manager of any requirement to carry
an observer on a specified trip in either
an Access Area or Open Area as
specified in paragraph (g)(3) of this
section, the vessel may not fish for, take,
retain, possess, or land any scallops
without carrying an observer. Vessels
may only embark on a scallop trip in
open areas or Access Areas without an
observer if the vessel owner, operator,
and/or manager has been notified that
the vessel has received a waiver of the
observer requirement for that trip
pursuant to paragraphs (g)(3) and
(g)(4)(ii) of this section.

* * * * *

(5) * k%

(1) * x %

(A) Access Area trips.—(1) For
purposes of determining the daily rate
for an observed scallop trip on a limited
access vessel in a Sea Scallop Access
Area when that specific Access Area’s
observer set-aside specified in
§648.60(d)(1) has not been fully
utilized, a service provider may charge
a vessel owner for no more than the
time an observer boards a vessel until
the vessel disembarks (dock to dock),
where “day” is defined as a 24-hr
period, or any portion of a 24-hr period,
regardless of the calendar day. For
example, if a vessel with an observer
departs on July 1 at 10 p.m. and lands
on July 3 at 1 a.m., the time at sea equals
27 hr, which would equate to 2 full
“days.”

(2) For purposes of determining the
daily rate in a specific Sea Scallop
Access Area for an observed scallop trip
on a limited access vessel taken after
NMFS has announced the industry-
funded observer set-aside in that
specific Access Area has been fully
utilized, a service provider may charge
a vessel owner for no more than the
time an observer boards a vessel until
the vessel disembarks (dock to dock),
where “day” is defined as a 24-hr
period, and portions of the other days
would be pro-rated at an hourly charge
(taking the daily rate divided by 24). For
example, if a vessel with an observer
departs on July 1 at 10 p.m. and lands
on July 3 at 1 a.m., the time spent at sea
equals 27 hr, which would equate to
1 day and 3 hr.

(3) For purposes of determining the
daily rate in a specific Sea Scallop
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Access Area for observed scallop trips
on an LAGC vessel, regardless of the
status of the industry-funded observer
set-aside, a service provider may charge
a vessel owner for no more than the
time an observer boards a vessel until
the vessel disembarks (dock to dock),
where “day” is defined as a 24-hr
period, and portions of the other days
would be pro-rated at an hourly charge
(taking the daily rate divided by 24). For
example, if a vessel with an observer
departs on July 1 at 10 p.m. and lands
on July 3 at 1 a.m., the time spent at sea
equals 27 hr, which would equate to

1 day and 3 hr.

4.In §648.14,

a. Paragraphs (i)(1)(iii)(A)(1)(iv),
1)(1)(iv)(C), (1)(2)(i)(B)(3), (1)(2)([Ev)(A),
i )(B 1) 3)(v)(B),

B1)(
()(3)(iii)(C), () (3)(iv
(1)(@)[H)(C), ()(4)(H)D), (i
(1)(4)(i)(A), ()(4)(ii) (A
@ )(5)(111] are revised;
Paragraphs (i)(1)(iv)(E), (1)(2)(v)(C),
2)(v)(D), (1)(3)(iv)(C), (i)(3)(iv)(D) and
5)(iv) are added; and
. Paragraphs (i)(1)(iii)(A)(2)(v) and
(1)(1)({ii)(A)(2)(v) are removed and
reserved.

The revisions and additions read as
follows:

uw
==

§648.14 Prohibitions.

* * * * *
i) *

1) *
iii) *
A)*
1 *

* %
* %

H,_\,_\,_\,_\
—

* %
*  *
* %

(iv) The scallops were harvested by a
vessel that has been issued and carries
on board an NGOM or IFQ scallop
permit, and is properly declared into the
NGOM scallop management area, and
the NGOM TAC specified in § 648.62

has been harvested.
* * * * *

(IV] * *x *

(C) Purchase, possess, or receive for
commercial purposes; or attempt to
purchase or receive for commercial
purposes; scallops from a vessel other
than one issued a valid limited access
or LAGC scallop permit, unless the
scallops were harvested by a vessel that
has not been issued a scallop permit and
fishes for scallops exclusively in state

waters.
* * * * *

(E) Fish for, possess, or retain scallops
in Federal waters of the NGOM
management area on a vessel that has
been issued and carries on board a
NGOM permit and has declared into the
state waters fishery of the NGOM

management area.
* * * * *

(2)
(ii)

(

(3) Fail to comply with the turtle
deflector dredge vessel gear restrictions
specified in § 648.51(b)(5), and turtle
dredge chain mat requirements in
§223.206(d)(11).

(iv) * x %

(A) Fish for, possess, or land scallops
after using up the vessel’s annual DAS
allocation and Access Area trip
allocations, or when not properly
declared into the DAS or an Area Access
program pursuant to § 648.10, unless the
vessel has been issued an LAGC scallop
permit pursuant to § 648.4(a)(2)(ii) and
is lawfully fishing in a LAGC scallop
fishery, unless exempted from DAS
allocations as provided in state waters
exemption, specified in § 648.54.

* * * * *

% ¥
EE
N

*

(V) * % %

(C) If a limited access scallop vessel
declares a scallop trip before first
crossing the VMS Demarcation Line, but
not necessarily from port, in accordance
with § 648.10(f), fail to declare out of the
fishery in port and have fishing gear
unavailable for immediate use as
defined in§ 648.23(b), until declared
into the scallop fishery.

(D) Once declared into the scallop
fishery in accordance with § 648.10(f),
change its VMS declaration until the
trip has ended and scallop catch has
been offloaded.

* * * * *

(3) EE

(111) * *x %

(C) Declare into the NGOM scallop
management area after the effective date
of a notification published in the
Federal Register stating that the NGOM
scallop management area TAC has been
harvested as specified in § 648.62.

* * * * *

(IV) * % %

(B) Fail to comply with any
requirement for declaring in or out of
the LAGC scallop fishery or other
notification requirements specified in
§648.10(b).

(C) 1f an LAGC scallop vessel declares
a scallop trip shoreward of the VMS
Demarcation Line, but not necessarily
from port, in accordance with
§648.10(f), fail to declare out of the
fishery in port and have fishing gear
unavailable for immediate use as
defined in §648.23(b), until declared
into the scallop fishery.

(D) Once declared into the scallop
fishery in accordance with § 648.10(f),
change its VMS declaration until the
trip has ended and scallop catch has
been offloaded.

(V) * x %

(B) Declare into or leave port for an
area specified in § 648.59(b) through (d)
after the effective date of a notification
published in the Federal Register
stating that the number of LAGC trips
have been taken, as specified in
§ 648.60.

* * * * *

(4) EE

(i) * % %

(C) Declare into the NGOM scallop
management area after the effective date
of a notification published in the
Federal Register stating that the NGOM
scallop management area TAC has been
harvested as specified in § 648.62.

(D) Possess more than 100 bu (35.2
hL) of in-shell scallops seaward of the
VMS Demarcation Line and not
participating in the Access Area
Program, or possess or land per trip
more than 50 bu (17.6 hL) of in-shell
scallops shoreward of the VMS
Demarcation Line, unless exempted
from DAS allocations as provided in
§648.54.

(E) Possess more than 50 bu (17.6 hL)
of in-shell scallops, as specified in
§648.52(d), outside the boundaries of a
Sea Scallop Access Area by a vessel that
is declared into the Access Area
Program as specified in § 648.60.

(11] * k%

(A) Have an ownership interest in
vessels that collectively are allocated
more than 5 percent of the total IFQ
scallop ACL as specified in
§648.53(a)(5)(ii) and (iii).

(111) * % %

(A) Apply for an IFQ transfer that will
result in the transferee having an
aggregate ownership interest in more
than 5 percent of the total IFQ scallop
ACL.

* * * * *

(5) * k%

(i) Declare into, or fish for or possess
scallops outside of the NGOM Scallop
Management Area as defined in
§648.62.

* * * * *

(iii) Fish for, possess, or land scallops
in state or Federal waters of the NGOM
management area after the effective date
of notification in the Federal Register
that the NGOM scallop management
area TAC has been harvested as
specified in § 648.62.

(iv) Fish for, possess, or retain
scallops in Federal waters of the NGOM
after declaring a trip into NGOM state

waters.
* * * * *
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5.In §648.51, paragraph (b)(1) is
revised and paragraph (b)(5) is added to
read as follows:

§648.51 Gear and crew restrictions.
* * * * *

(b) * * *
(1) Maximum dredge width. The
combined dredge width in use by or in
possession on board such vessels shall
not exceed 31 ft (9.4 m) measured at the
widest point in the bail of the dredge,
except as provided under paragraph (e)
of this section and in § 648.60(g)(2).
However, component parts may be on
board the vessel such that they do not
conform with the definition of “dredge
or dredge gear” in § 648.2, i.e., the metal
ring bag and the mouth frame, or bail,
of the dredge are not attached, and such
that no more than one complete spare
dredge could be made from these

component’s parts.
* * * * *

(5) Restrictions applicable to sea
scallop dredges in the mid-Atlantic—

(i) Requirement to use chain mats. See
§223.206(d)(11) for chain mat
requirements for scallop dredges.

(ii) Requirement to use a turtle
deflector dredge (TDD) frame—(A) From
May 1 through October 31, any limited
access scallop vessel using a dredge,
regardless of dredge size or vessel
permit category, or any LAGC IFQ
scallop vessel fishing with a dredge
with a width of 10.5 ft (3.2 m) or greater,
that is fishing for scallops in waters
west of 71° W long., from the shoreline
to the outer boundary of the Exclusive
Economic Zone, must use a TDD. The
TDD requires five modifications to the
rigid dredge frame, as specified in
paragraphs (b)(5)(ii)(A)(1) through
(b)(5)(i1)(A)(5) of this section. See
paragraph (b)(5)(ii)(E) of this section for
more specific descriptions of the dredge
elements mentioned below.

(1) The cutting bar must be located in
front of the depressor plate.

(2) The angle between the front edge
of the cutting bar and the top of the
dredge frame must be less than or equal
to 45 degrees.

(3) All bale bars must be removed,
except the outer bale (single or double)
bars and the center support beam,
leaving an otherwise unobstructed space
between the cutting bar and forward
bale wheels, if present. The center
support beam must be less than 6 in
(15.24 cm) wide. For the purpose of
flaring and safe handling of the dredge,
a minor appendage not to exceed 12 in
(30.5 cm) in length may be attached to
the outer bale bar;

(4) Struts must be spaced 12 in (30.5
cm) apart or less from each other.

(5) Unless exempted, as specified in
paragraph (b)(5)(ii)(B) of this section,
the TDD must include a straight
extension (‘“bump out”’) connecting the
outer bale bars to the dredge frame. This
“bump out” must exceed 12 in (30.5
cm) in length.

(B) A limited access scallop vessel
that uses a dredge with a width less
than 10.5 ft (3.2 m) is required to use a
TDD except that such a vessel is exempt
from the “bump out” requirement
specified in paragraph (b)(5)(ii)(A)(5) of
this section. This exemption does not
apply to LAGC vessels that use dredges
with a width of less than 10.5 ft (3.2 m)
because such vessels are exempted from
the requirement to use a TDD, as
specified in paragraph (b)(5)(ii) of this
section.

(C) Vessels subject to the
requirements in paragraph (b)(5)(ii) of
this section transiting waters west of 71°
W long., from the shoreline to the outer
boundary of the Exclusive Economic
Zone, are exempted from the
requirement to only possess and use
TDDs, provided the dredge gear is
stowed in accordance with §648.23(b)
and not available for immediate use.

(D) TDD-related definitions.—(1) The
cutting bar refers to the lowermost
horizontal bar connecting the outer bails
at the dredge frame.

(2) The depressor plate, also known as
the pressure plate, is the angled piece of
steel welded along the length of the top
of the dredge frame.

(3) The top of the dredge frame refers
to the posterior point of the depressor
plate.

(4) The struts are the metal bars
connecting the cutting bar and the

depressor plate.
* * * * *

6. In § 648.53, paragraphs (b)(4)(vii),
h)(2) introductory text, (h)(2)(i),
lﬁ)(Zg(ii)(C), (h)(2)(iv), (h)(3)(1)(A), and

5

(h)(5)(iii) are revised to read as follows:

§648.53 Acceptable biological catch
(ABC), annual catch limits (ACL), annual
catch targets (ACT), DAS allocations, and
individual fishing quotas (IFQ).

* * * * *

(b) * * *

(4) * Kk %

(vii) If, prior to the implementation of
Framework 22, a vessel owner
exchanges an Elephant Trunk Access
Area trip for another access area trip as
specified in § 648.60(a)(3)(ii) in fishing
year 2011, the vessel that receives an
additional Elephant Trunk Access Area
trip would receive a DAS credit of 7.4
DAS in FY 2011, resulting in a total
fishing year 2011 DAS allocation of 39.4
DAS (32 DAS plus 7.4 DAS). This DAS
credit from unused Elephant Trunk

—_—

Access Area trip gained through a trip
exchange is based on a full-time vessel’s
18,000-1b (8,165-kg) possession limit
and is calculated by using the formula
specified in paragraph (b)(4)(vi) of this
section, but the DAS conversion is
applied as a DAS credit in the 2011
fishing year, rather than as a DAS
deduction in fishing year 2012.
Similarly, using the same calculation
with a 14,400-1b (6,532-kg) possession
limit, part-time vessels would receive a
credit of 5.9 DAS if the vessel owner
received an additional Elephant Trunk
Access Area trip through a trip
exchange in the interim between the
start of the 2011 fishing year and the
implementation of Framework 22 and
did not use it. If a vessel fishes any part
of an Elephant Trunk Access Area trip
gained through a trip exchange, those
landings would be deducted from any
DAS credit applied to the 2011 fishing
year. For example, if a full-time vessel
lands 10,000 1b (4,536 kg) from an
Elephant Trunk Access Area trip gained
through a trip exchange, the pounds
landed would be converted to DAS and
deducted from the trip-exchange credit
as follows: The 10,000 Ib (4,536 kg)
would first be multiplied by the
estimated average meat count in the
Elephant Trunk Access Area (18.4
meats/lb) and then divided by the
estimated open area average meat count
(also 18.4 meats/Ib) and by the estimate
open area LPUE for fishing year 2011
(2,441 Ib/DAS), resulting in a DAS
deduction of 4.1 DAS ((10,000 1b x 18.4
meats/1b)/(18.4 meats/lb x 2,441 1b/
DAS) = 4.1 DAS). Thus, this vessel
would receive a reduced DAS credit in
FY 2011 to account for the Elephant
Trunk Access Area trip exchange of 3.3
DAS (7.4 DAS — 4.1 DAS = 3.7 DAS).

* * * * *

(h) * * =*

(2) Calculation of IFQ. The ACL
allocated to IFQ scallop vessels, and the
ACL allocated to limited access scallop
vessels issued IFQ scallop permits, as
specified in paragraphs (a)(4)(i) and (ii)
of this section, shall be used to
determine the IFQ of each vessel issued
an IFQ scallop permit. Each fishing
year, the Regional Administrator shall
provide the owner of a vessel issued an
IFQ scallop permit issued pursuant to
§ 648.4(a)(2)(ii) with the scallop IFQ for
the vessel for the upcoming fishing year.

(i) Individual fishing quota. The IFQ
for an IFQ) scallop vessel shall be the
vessel’s contribution percentage as
specified in paragraph (h)(2)(iii) of this
section and determined using the steps
specified in paragraphs (h)(2)(ii) of this
section, multiplied by the ACL allocated
to the IFQ scallop fishery, or limited
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access vessels issued an IFQ scallop
permit, as specified in paragraphs
(a)(4)(i) and (ii) of this section.

(ii) * *x %

(C) Index to determine contribution
factor. For each eligible IFQ scallop
vessel, the best year as determined
pursuant to paragraph (a)(2)(ii)(E)(1) of
this section shall be multiplied by the
appropriate index factor specified in the
following table, based on years active as
specified in paragraph (a)(2)(ii)(E)(2) of
this section. The resulting contribution
factor shall determine its IFQ for each
fishing year based on the allocation to
general category scallop vessels as
specified in paragraph (a)(4) of this
section and the method of calculating
the IFQ provided in paragraph (h) of
this section.

Years active Index factor

0.75
0.875
1.0
1.125
1.25

(iv) Vessel IFQ Example. Continuing
the example in paragraphs (h)(1)(ii)(D)
and (h)(1)(iii) of this section, with an
ACL allocated to IFQ scallop vessels
estimated for this example to be equal
to 2.5 million 1b (1,134 mt), the vessel’s
IFQ would be 36,250 Ib (16,443 kg) (1.45
percent * 2.5 million 1b (1,134 mt)).

* * * * *

(3) * k%

(i) * % %

(A) Unless otherwise specified in
paragraphs (h)(3)(i)(B) and (C) of this
section, a vessel issued an IFQ scallop
permit or confirmation of permit history
shall not be issued more than 2.5
percent of the ACL allocated to the IFQ
scallop vessels as described in
paragraph (a)(4)(ii) of this section.

* * * * *

(5) * x %

(iii) IFQ transfer restrictions. The
owner of an IFQ) scallop vessel not
issued a limited access scallop permit
that has fished under its IFQ in a fishing
year may not transfer that vessel’s IFQ
to another IFQ) scallop vessel in the
same fishing year. Requests for IFQ
transfers cannot be less than 100 1b (46.4
kg), unless that value reflects the total
IFQ amount remaining on the
transferor’s vessel, or the entire IFQ
allocation. A vessel’s total IFQ
allocation can be transferred only once
during a given fishing year. For
example, a vessel owner can complete
several transfers of portions of his/her
vessel’s IFQ) during the fishing year, but
cannot complete a temporary transfer of

a portion of its IFQ then request to
either temporarily or permanently
transfer the entire IFQ in the same
fishing year. A transfer of an IFQQ may
not result in the sum of the IFQs on the
receiving vessel exceeding 2.5 percent
of the ACL allocated to IFQ) scallop
vessels. A transfer of an IFQ, whether
temporary or permanent, may not result
in the transferee having a total
ownership of, or interest in, general
category scallop allocation that exceeds
5 percent of the ACL allocated to IFQ
scallop vessels. Limited access scallop
vessels that are also issued an IFQ
scallop permit may not transfer to or
receive IFQ from another IFQ scallop
vessel.

7. In § 648.55, paragraphs (c)(1) and
(c)(5) are revised to read as follows:

§648.55 Framework adjustments to
management measures.
* * * * *

(C] * * %

(1) OFL. OFL shall be based on an
updated scallop resource and fishery
assessment provided by either the
Scallop PDT or a formal stock
assessment. OFL shall include all
sources of scallop mortality and shall
include an upward adjustment to
account for catch of scallops in state
waters by vessels not issued Federal
scallop permits. The fishing mortality
rate (F) associated with OFL shall be the
threshold F, above which overfishing is
occurring in the scallop fishery. The F
associated with OFL shall be used to
derive specifications for ABC, ACL, and
ACT, as specified in paragraphs (c)(2)
through (5) of this section.

* * * * *

(5) Sub-ACLs for the limited access
and LAGC fleets. The Council shall
specify sub-ACLs for the limited access
and LAGC fleets for each year covered
under the biennial or other framework
adjustment. After applying the
deductions as specified in paragraph
(a)(4) of this section, a sub-ACL equal to
94.5 percent of the ABC/ACL shall be
allocated to the limited access fleet.
After applying the deductions as
specified in paragraph (a)(4) of this
section, a sub-ACL of 5.5 percent of
ABC/ACL shall be allocated to the
LAGC fleet, so that 5 percent of ABC/
ACL is allocated to the LAGC fleet of
vessels that do not also have a limited
access scallop permit, and 0.5 percent of
the ABC/ACL is allocated to the LAGC
fleet of vessels that have limited access
scallop permits. This specification of
sub-ACLs shall not account for catch
reductions associated with the
application of AMs or adjustment of the
sub-ACL as a result of the limited access

AM exception as specified in
§ 648.53(b)(4)(iii).

* * * * *

8. In §648.56, paragraph (d) is revised
to read as follows:

§648.56 Scallop research.

* * * * *

(d) Available RSA allocation shall be
1.25 million 1b (567 mt) annually, which
shall be deducted from the ABC/ACL
specified in § 648.53(a) prior to setting
ACLs for the limited access and LAGC
fleets, as specified in § 648.53(a)(3) and
(a)(4), respectively. Approved RSA
projects shall be allocated an amount of
scallop pounds that can be harvested in
open areas and available access areas.
The specific access areas that are open
to RSA harvest shall be specified
through the framework process as
identified in § 648.60(e)(1). In a year in
which a framework adjustment is under
review by the Council and/or NMFS,
NMFS shall make RSA awards prior to
approval of the framework, if
practicable, based on total scallop
pounds needed to fund each research
project. Recipients may begin
compensation fishing in open areas
prior to approval of the framework, or
wait until NMFS approval of the
framework to begin compensation

fishing within approved access areas.
* * * * *

9. In § 648.59, paragraph (b)(3) and
the heading to paragraph (c) are revised,
to read as follows:

§648.59 Sea Scallop Access Areas.

* * * * *

(b) N

(3) The Closed Area I Access Area is
defined by straight lines connecting the
following points in the order stated
(copies of a chart depicting this area are
available from the Regional
Administrator upon request), and so
that the line connecting points CAIA3
and CAIA4 is the same as the portion of
the western boundary line of Closed
Area I, defined in § 648.81(a)(1), that
lies between points CAIA3 and CAIA4:

Point Latitude Longitude
CAIA1 .......... 41°26’ N. 68°30" W.
CAIA2 .......... 40°58" N. 68°30" W.
CAIA3 .......... 40°54.95" N. 68°53.40" W.
CAIA4 ... 41°04.30" N. 69°01.29" W.
CAIA1 .......... 41°26’ N. 68°30" W.

* * * * *
(c) Closed Area II Access Area. * * *
* * * * *

10. In § 648.60, the section heading is
revised and paragraph (g)(2) is revised
to read as follows:
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§648.60 Sea scallop access area program
requirements.
* * * * *

)* * %

(2) Limited Access General Category
Gear Restrictions. An LAGC IFQ scallop
vessel authorized to fish in the Access
Areas specified in § 648.59(a) through
(e) must fish with dredge gear only. The
combined dredge width in use by, or in
possession on board of, an LAGC
scallop vessel fishing in Closed Area I,
Closed Area II, and Nantucket Lightship
Access Areas may not exceed 10.5 ft (3.2
m). The combined dredge width in use
by, or in possession on board of, an
LAGC scallop vessel fishing in the
remaining Access Areas described in
§ 648.59 may not exceed 31 ft (9.4 m).
Dredge width is measured at the widest
point in the bail of the dredge.

* * * * *

11. In §648.61, paragraph (a)(4) is

revised to read as follows:

§648.61 EFH Closed Areas.

(a) * x %

(4) Closed Area I Habitat Closure
Areas. The restrictions specified in
paragraph (a) of this section apply to the
Closed Area I Habitat Closure Areas,
Closed Area I-North and Closed Area I-
South, which are the areas bounded by
straight lines connecting the following
points in the order stated, and so that
the line connecting points CI1 and
CIH1, and CI2 and CIH3 is the same as
the portion of the western boundary line
of Closed Area I, defined in
§648.81(a)(1), that lies between those
points:

Point N. lat. W. long.

Closed Area I—North Habitat Closure Area

41°30’ 69°23’
41°30’ 68°30’
41°26’ 68°30"
41°04.30" N. | 69°01.29" W.
41°30’ 69°23’

Closed Area |—South Habitat Closure Area

40°54.95" N. | 68°53.40" W.

40°58’ 68°30"

40°45’ 68°30

40°45’ 68°45’

40°54.95" N. | 68°53.40" W.
* * * * *

12. In § 648.62, paragraphs (a), (b)
introductory text, (b)(2), and (c) are
revised to read as follows:

§648.62 Northern Gulf of Maine (NGOM)
Management Program.

(a) The NGOM scallop management
area is the area north of 42°20’ N. lat.

and within the boundaries of the Gulf of
Maine Scallop Dredge Exemption Area
as specified in §648.80(a)(11). To fish
for or possess scallops in the NGOM
scallop management area, a vessel must
have been issued a scallop permit as
specified in § 648.4(a)(2).

(1) If a vessel has been issued a
NGOM scallop permit, the vessel is
restricted to fishing for or possessing
scallops only in the NGOM scallop
management area.

(2) Scallop landings by vessels issued
NGOM permits shall be deducted from
the NGOM scallop total allowable catch
when vessels fished all or part of a trip
in the Federal waters portion of the
NGOM. If a vessel with a NGOM scallop
permit fishes exclusively in state waters
within the NGOM, scallop landings
from those trips would not be deducted
from the Federal NGOM quota.

(3) Scallop landings by all vessels
issued LAGC IFQ scallop permits and
fishing in the NGOM scallop
management area shall be deducted
from the NGOM scallop total allowable
catch specified in paragraph (b) of this
section. Scallop landings by IFQ scallop
vessels fishing in the NGOM scallop
management area shall be deducted
from their respective scallop IFQs.
Landings by incidental catch scallop
vessels and limited access scallop
vessels fishing under the scallop DAS
program shall not be deducted from the
NGOM total allowable catch specified in
paragraph (b) of this section.

(4) A vessel issued a NGOM or IFQ
scallop permit that fishes in the NGOM
may fish for, possess, or retain up to 200
Ib (90.7 kg) of shucked or 25 bu (8.81
hL) of in-shell scallops, and may
possess up to 50 bu (17.6 hL) of in-shell
scallops seaward of the VMS
Demarcation Line. A vessel issued an
incidental catch general category scallop
permit that fishes in the NGOM may
fish for, possess, or retain only up to 40
1b of shucked or 5 U.S. bu (1.76 hL) of
in-shell scallops, and may possess up to
10 bu (3.52 hL) of in-shell scallops
seaward of the VMS Demarcation Line.

(b) Total allowable catch. The total
allowable catch for the NGOM scallop
management area shall be specified
through the framework adjustment
process. The total allowable catch for
the NGOM scallop management area
shall be based on the Federal portion of
the scallop resource in the NGOM. The
total allowable catch shall be
determined by historical landings until
additional information on the NGOM
scallop resource is available, for
example through an NGOM resource
survey and assessment. The ABC/ACL
as specified in § 648.53(a) shall not
include the total allowable catch for the

NGOM scallop management area, and
landings from the NGOM scallop
management area shall not be counted
against the ABC/ACL specified in
§648.53(a).

(2) Unless a vessel has fished for
scallops outside of the NGOM scallop
management area and is transiting
NGOM scallop management area with
all fishing gear stowed in accordance
with §648.23(b), no vessel issued a
scallop permit pursuant to § 648.4(a)(2)
may possess, retain, or land scallops in
the NGOM scallop management area
once the Regional Administrator has
provided notification in the Federal
Register that the NGOM scallop total
allowable catch in accordance with this
paragraph (b) has been reached. Once
the NGOM hard TAC is reached, a
vessel issued a NGOM permit may no
longer declare a state-only NGOM
scallop trip and fish for scallops
exclusively in state waters within the
NGOM. A vessel that has not been
issued a Federal scallop permit that
fishes exclusively in state waters is not
subject to the closure of the NGOM

scallop management area.
* * * * *

(c) VMS requirements. Except scallop
vessels issued a limited access scallop
permit pursuant to § 648.4(a)(2)(i) that
have declared a trip under the scallop
DAS program, a vessel issued a scallop
permit pursuant to § 648.4(a)(2) that
intends to fish for scallops in the NGOM
scallop management area or fishes for,
possesses, or lands scallops in or from
the NGOM scallop management area,
must declare a NGOM scallop
management area trip and report scallop
catch through the vessel’s VMS unit, as
required in § 648.10. If the vessel has a
NGOM permit, the vessel can declare
either a Federal NGOM trip or a state-
waters NGOM trip. If a vessel intends to
fish any part of a NGOM trip in Federal
NGOM waters, it may not declare into
the state water NGOM fishery.

* * * * *

13. In § 648.63, paragraphs (b)(2)(i)
and (b)(2)(iii) are revised to read as
follows:

§648.63 General category sectors and
harvest cooperatives.
* * * * *

(b) EE

(2) * X %

(i) The sector allocation shall be equal
to a percentage share of the ACL
allocation for IFQ scallop vessels
specified in § 648.53(a), similar to a IFQQ
scallop vessel’s IFQQ as specified in
§648.53(h). The sector’s percentage
share of the IFQQ scallop fishery ACL
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catch shall not change, but the amount
of allocation based on the percentage
share will change based on the ACL
specified in § 648.53(a).

* * * * *

(iii) A sector shall not be allocated
more than 20 percent of the ACL for IFQQ
vessels specified in § 648.53(a)(4)(i) or
(id).

14. In § 648.64, paragraphs (b)(2)(i),
(b)(2)(ii), (c)(2), and (e) are revised, and
paragraph (f) is removed and reserved to
read as follows:

§648.64 Yellowtail flounder sub-ACLs and
AMs for the scallop fishery.

* * * * *

(b)* * %
(2)* * ok

(i) For years when the Closed Area II
Sea Scallop Access Area is open, the
closure duration shall be:

Percent over-
age of YTF Length of closure
sub-ACL
3orless ... October through November.
3.1-14 ... September through Novem-
ber.
14.1-16 ....... September through January.
16.1-39 ....... August through January.
39.1-56 ........ July through January.
Greater than | March through February.
56.

(ii) For fishing years when the Closed
Area II Sea Scallop Access Area is
closed to scallop fishing, the closure
duration shall be:

Percent over-
age of YTF Length of closure
sub-ACL

1.9 orless .... | September through Novem-
ber.

2.0-29 ....... August through January.

3.0-3.9 ... March and August through
February.

4.0-49 ... March and July through Feb-
ruary.

5.0-5.9 ....... March through May and July
through February.

6.0 or greater | March through February.

* * * * *

(C) * x %

(2) Duration of closure. The Southern
New England/Mid-Atlantic yellowtail
flounder accountability measure closed
area shall remain closed for the period
of time, not to exceed 1 fishing year, as
specified for the corresponding percent
overage of the Southern New England/
Mid-Atlantic yellowtail flounder sub-
ACL, as follows:

Percent over-
age of YTF Length of closure
sub-ACL

2orless ... March through April.

21-3 . March through April, and Feb-
ruary.

317 e March through May, and Feb-
ruary.

719 March through May and Janu-
ary through February.

9.1-12 ... March through May and De-
cember through February.

12.1-15 ... March through June and De-
cember through February.

15.1-16 ........ March through June and No-
vember through February.

16.1-18 ........ March through July and No-
vember through February.

18.1-19 ........ March through August and
October through February.

19.1 or more | March through February.

* * * * *

(e) Process for implementing the AM.
On or about January 15 of each year,
based upon catch and other information
available to NMFS, the Regional
Administrator shall determine whether
a yellowtail flounder sub-ACL was
exceeded, or is projected to be
exceeded, by scallop vessels prior to the
end of the scallop fishing year ending
on February 28/29. The determination
shall include the amount of the overage
or projected amount of the overage,
specified as a percentage of the overall
sub-ACL for the applicable yellowtail
flounder stock, in accordance with the
values specified in paragraph (a) of this
section. Based on this initial projection
in mid-January, the Regional
Administrator shall implement the AM
in accordance with the APA and notify
owners of limited access scallop vessels
by letter identifying the length of the
closure and a summary of the yellowtail
flounder catch, overage, and projection
that resulted in the closure. The initial
projected estimate shall be updated after
the end of each scallop fishing year once
complete fishing year information
becomes available. An AM implemented
at the start of the fishing year will be
reevaluated and adjusted
proportionately, if necessary, once
updated information is obtained. For
example, if in January 2013, the
preliminary estimate of 2012 Southern
New England/Mid-Atlantic yellowtail
flounder catch is estimated to be 5
percent over the 2012 sub-ACL, the
Regional Administrator shall implement
AMs for the 2013 scallop fishing year in
that stock area. Based on the schedule
in paragraph (c)(2) of this section,
limited access vessels would be
prohibited from fishing in the area
specified in paragraph (c)(1) of this
section for 4 months (i.e., March
through May 2013, and February 2014).

After the 2012 fishing year is completed,
if the final estimate of Southern New
England/Mid-Atlantic yellowtail
flounder catch indicates the scallop
fishery caught 1.5 percent of the sub-
ACL, rather than 5 percent, the Regional
Administrator, in accordance with the
APA, would adjust the AM for the 2014
fishing year based on the overage
schedule in paragraph (c)(2) of this
section. As a result, limited access
vessels would be subject to a 2-month
seasonal closure in March and April
2013. In this example, due to the
availability of final fishing year data, it
is possible that the original AM closure
was already in effect during the month
of May. However, the unnecessary AM
closure in February 2014 would be
avoided. If the Regional Administrator
determines that a final estimate is
higher than the original projection, the
Regional Administrator, if necessary,
shall make adjustments to the current
fishing year’s respective AM closure
schedules in accordance with the
overage schedule in paragraphs (b)(2)(i),
(b)(2)(ii), and (c)(2) of this section.

[FR Doc. 2011-33182 Filed 12-30-11; 8:45 am]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 665
[Docket No. 110826540-1774-01]
RIN 0648-XA674

Western Pacific Fisheries; 2012 Annual
Catch Limits and Accountability
Measures

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

ACTION: Proposed specifications; request
for comments.

SUMMARY: NMFS proposes annual catch
limits for western Pacific bottomfish,
crustacean, precious coral, and coral
reef ecosystem fisheries, and
accountability measures to correct or
mitigate any overages of catch limits.
The proposed catch limits and
accountability measures support the
long-term sustainability of fishery
resources of the U.S. Pacific Islands.
DATES: Comments must be received by
January 18, 2012.

ADDRESSES: Comments on this proposed
specification, identified by NOAA—-
NMFS-2011-0269, may be sent to either
of the following addresses:
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e Electronic Submission: Submit all
electronic public comments via the
Federal e-Rulemaking Portal
www.regulations.gov; or

e Mail: Mail written comments to
Michael D. Tosatto, Regional
Administrator, NMFS, Pacific Islands
Region (PIR), 1601 Kapiolani Blvd.,
Suite 1110, Honolulu, HI 96814—4700.

Instructions: Comments must be
submitted to one of the two addresses to
ensure that the comments are received,
documented, and considered by NMFS.
Comments sent to any other address or
individual, or received after the end of
the comment period, may not be
considered. All comments received are
a part of the public record and will
generally be posted for public viewing
on www.regulations.gov without change.
All personal identifying information
(e.g., name, address, etc.) submitted
voluntarily by the sender may be
publicly accessible. Do not submit
confidential business information, or
otherwise sensitive or protected
information. NMFS will accept
anonymous comments (enter “N/A” in
the required fields if you wish to remain
anonymous). Attachments to electronic
comments will be accepted in Microsoft
Word or Excel, WordPerfect, or Adobe
PDF file formats only.

Three environmental assessments
(EA) were prepared that describe the
impact on the human environment that
would result from this proposed action.
Based on the EAs, NMFS prepared a
finding of no significant impact (FONSI)
for the proposed action. Copies of the
EAs and FONSI are available from
www.regulations.gov.

FOR FURTHER INFORMATION CONTACT:
Jarad Makaiau, NMFS PIR Sustainable
Fisheries, (808) 944—2108.
SUPPLEMENTARY INFORMATION: Fisheries
in the U.S. Exclusive Economic Zone
(EEZ, or Federal waters) around the U.S.
Pacific Islands are managed under four
archipelagic-based fishery ecosystem
plans (FEP), including the American
Samoa FEP, the Hawaii FEP, the Pacific
Remote Islands FEP, and the Mariana
FEP (covering Guam and the
Commonwealth of the Northern Mariana
Islands (CNMI)), and one FEP for
pelagic fisheries. The FEPs were

developed by the Western Pacific
Fishery Management Council (Council)
and implemented by NMFS under the
authority of the Magnuson-Stevens
Fishery Conservation and Management
Act (Magnuson-Stevens Act). Each FEP
contains a process for the Council and
NMFS to specify annual catch limits
(ACLs) and accountability measures
(AMs); that process is codified at 50
CFR 665.4 (76 FR 37285, June 27, 2011).
The regulations require NMFS to
specify, every fishing year, an ACL for
each stock and stock complex of
management unit species (MUS)
included in an FEP, as recommended by
the Council and in consideration of the
best available scientific, commercial,
and other information about the fishery.
If an ACL is exceeded, the regulations
require the Council to take action to
reduce the ACL for the subsequent
fishing year by the amount of the
overage, or take other actions, as
appropriate.

Specification of Annual Catch Limits

NMFS proposes to specify ACLs for
bottomfish, crustacean, precious coral,
and coral reef ecosystem fishery MUS in
American Samoa, Guam, the CNMI, and
Hawaii. NMFS based the proposed
specifications on recommendations
from the Council at its 152nd meeting
held on October 17-19, 2011. A total of
101 ACLs are proposed: 22 in American
Samoa, 27 in Guam, 22 in the CNMI,
and 30 in Hawaii. The ACLs would be
specified for the 2012 fishing year
which begins on January 1 and ends on
December 31, except for precious coral
fisheries which begin on July 1 and end
on June 30 the following year.

NMFS is not proposing ACLs at this
time for bottomfish, crustacean,
precious coral, or coral reef ecosystem
MUS in the PRIA because commercial
fishing is prohibited out to 50 nautical
miles by Presidential Proclamation 8336
which established the Pacific Remote
Island Marine National Monument (74
FR 1565, January 12, 2009), and there is
no habitat to support such fisheries in
the EEZ beyond the monument
boundaries. The Council is separately
working on a draft amendment to the
relevant FEP containing fishery

TABLE 1—AMERICAN SAMOA

management measures for the Pacific
Remote Islands Marine National
Monument (as well as the Rose Atoll
and Marianas Trench Marine National
Monuments). Additionally, ACLs are
not proposed for MUS that are currently
subject to Federal fishing moratoria or
prohibitions. They include all species of
gold coral (73 FR 47098, August 13,
2008), all species of deepwater precious
corals at the Westpac Bed Refugia (75
FR 2198, January 14, 2010), and the
three Hawaii seamount groundfish:
pelagic armorhead, alfonsin, and raftfish
(75 FR 69015, November 10, 2010). The
current prohibitions on fishing for these
MUS serve as a functional equivalent of
an ACL of zero.

NMEFS is also not proposing ACLs for
pelagic MUS at this time because it
previously determined that pelagic
species are subject to international
fishery agreements or have a life cycle
of approximately one year and,
therefore, have statutory exceptions to
the ACL requirements.

NMEFS and the Council developed the
proposed ACLs in accordance with the
FEPs and Federal regulations. At its
152nd meeting, the Council
recommended specifying the 2012 ACL
for each FEP MUS as being equal to the
acceptable biological catch (ABC) as
recommended by the Council’s
Scientific and Statistical Committee
(SSC) at the 108th SSC meeting held
October 17-19, 2011, except for
precious corals in Hawaii where the
Council recommended maintaining the
current harvest quotas (which are lower
than the ABCs) as the ACLs. The
Council did not recommend increasing
catch limits to equal the SSC’s ABCs on
the basis that there has been no activity
in the precious coral fishery for over a
decade and industry lacks the capacity
to exploit an increased quota. The data,
methods, and procedures considered by
the SSC and the Council in developing
their respective fishing level
recommendations are described in
detail in the three environmental
assessments that support this action (see
ADDRESSES).

Proposed Annual Catch Limit
Specifications

Fishery

Management unit species

Proposed ACL specification

Bottomfish
Crustacean .......c.cccceeeveveeevcieeeeennenn.

Precious Coral ......ccccceeeevevcnvreenennnn.

Bottomfish multi-species stock complex
Deepwater Shrimp
Spiny Lobster
Slipper Lobster ...
Kona Crab
Black Coral
Precious Corals in the American Samoa Exploratory Area

99,200 Ib (44,996 kg).
80,000 Ib (36,287 kg).
2,300 Ib (1,043 kg).
30 Ib (14 kg).

3,200 Ib (1,451 kg).
790 kg (1,742 Ib).
1,000 kg (2,205 Ib).
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TABLE 1—AMERICAN SAMOA—Continued

Fishery

Management unit species

Proposed ACL specification

Coral Reef Ecosystem

Acanthuridae—surgeonfish
Lutjanidae—snappers
Selar crumenophthalmus—atule or bigeye scad
Mollusks—turbo snail; octopus; giant clams
Carangidae—jacks .......c..ccccveerveneriincneennene
Lethrinidae—emperors ...

Scaridae—parrotfish
Serranidae—groupers
Holocentridae—squirrelfish
Mugilidae—mullets .................
Crustaceans—crabs
Bolbometopon muricatum—bumphead parrotfish
Cheilinus undulatus—Humphead (Napoleon) wrasse ...
Carcharhinidae—Reef Sharks
All Other CREMUS combined

19,516 Ib (8,852 kg).
18,839 Ib (8,545 kg).
8,396 Ib (3,808 kg).
16,694 Ib (7,572 kg).
9,490 Ib (4,305 kg).
7,350 Ib (3,334 kg).
8,145 Ib (3,695 kg).
5,600 Ib (2,540 kg).
2,585 Ib (1,173 kg).
2,857 Ib (1,296 kg).
2,248 Ib (1,020 kg).
235 Ib (107 kg).
1,743 Ib (791 kg).
1,309 Ib (594 kg).
18,910 Ib (8,577 kg).

TABLE 2—MARIANA ARCHIPELAGO—GUAM

Fishery

Management unit species

Proposed ACL specification

Bottomfish
Crustaceans

Precious Coral

Coral Reef Ecosystem

Bottomfish multi-species stock complex ..........ccccevciiiiiiiiiciiecniencieeee.
Deepwater Shrimp
Spiny Lobster
SHPPEI LODSIET ...ttt
Kona Crab
Black Coral
Precious Corals in the Guam Exploratory Area ..
Acanthuridae—surgeonfish
Carangidag—jacks ........cccceririeriiieeree e
Selar crumenophthalmus—atulai or bigeye scad ...

Lethrinidae—emperors
Scaridae—parrotfish
Mullidae—goatfish
Mollusks—turbo snail; octopus; giant clams
Siganidae—rabbitfish
Lutjanidae—snappers
Serranidae—groupers
Mugilidae—mUIIEES .......cccueiiiie e
Kyphosidae—chubs/rudderfish
Crustaceans—crabs
Holocentridae—squirrelfish ....
Algae
Labridae—wrasses ..
Bolbometopon muricatum—bumphead parrotfish

Cheilinus undulatus—Humphead (Napoleon) wrasse
Carcharhinidae—Reef Sharks
All Other CREMUS combined

48,200 b (21,863 kg).
48,488 b (21,994 kg).
2,700 Ib (1,225 kg).
20 Ib (9 kg).

1,900 Ib (862 kg).
700 kg (1,543 Ib).
1,000 kg (2,205 Ib).
70,702 Ib (32,070 kg).
45,377 b (20,583 kg).
56,514 Ib (25,634 kg).
38,720 Ib (17,563 kg).

(

(

(

( .

(11, '506 kg).

21,941 Ib (9,952 kg).

26,120 Ib (

17,726 1b (

17,958 Ib (8,146 kg).

15,032 Ib (6,818 kg).

13,247 Ib (6,009 kg).

5,523 Ib (2,505 kg).

8,300 Ib (3,765 kg).

5,329 Ib (2,417 kg).

5,195 Ib (2,356 kg).

797 b (362 kg) (CNMI and Guam
combined).

1,960 Ib (889 kg).

6,942 Ib (3,149 kg).

83,214 Ib (37,745 kg).

11,848 kg).

b
b
b

25,367 Ib
b
b
b (8,040 kg).
b

TABLE 3—MARIANA ARCHIPELAGO—CNMI

Fishery

Management unit species

Proposed ACL specification

Bottomfish
Crustacean

Precious Coral

Coral Reef Ecosystem

Bottomfish multi-species stock complex ..........ccccevciiiiieiiiiinicniieecieeee.
Deepwater Shrimp
Spiny Lobster
Slipper Lobster ...
Kona Crab
Black Coral
Precious Corals in the CNMI Exploratory Area ...
Lethrinidae—emperors
Carangidae—jacks .................
Acanthuridae—surgeonfish
Selar crumenophthalmus—atulai or bigeye scad ...
Serranidae—groupers
Lutjanidae—snappers
Mullidae—goatfish ...
Scaridae—parrotfish

Mollusks—turbo snail; octopus; giant clams ...
Mugilidae—mullets ...

182,500 Ib (82,781 kg).
275,570 Ib (124,996 kg).
5,500 Ib (2,495 kg).

60 Ib (27 kg).

6,300 Ib (2,858 kg).
2,100 kg (4,630 Ib).
1,000 kg (2,205 Ib).
27,466 b (12,458 kg).
21,512 Ib (9,758 kg).
6,884 Ib (3,123 kg).
7,459 b (3,383 kg).
5,519 Ib (2,503 kg).
3,905 Ib (1,771 kg).
3,670 Ib (1,665 kg).
3,784 Ib (1,716 kg).
4,446 Ib (2,017 kg).
3,308 Ib (1,500 kg).
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TABLE 3—MARIANA ARCHIPELAGO—CNMI—Continued

Fishery Management unit species Proposed ACL specification
Siganidae—rabbitfish ... 2,537 Ib (1,151 kg).
Bolbometopon muricatum—bumphead parrotfish ...........ccccoceviieneenne. 797 b (362 kg) (CNMI and Guam
combined).
Cheilinus undulatus—Humphead (Napoleon) wrasse ...........cccccceevueene 2,009 Ib (911 kg).
Carcharhinidae—Reef Sharks 5,600 Ib (2,540 kg).
All Other CREMUS combined 9,820 Ib (4,454 Kkg).
TABLE 4—HAWAII
Fishery Management unit species Proposed ACL specification
Bottomfish ..o Non-Deep 7 BooMFiSh ........cocuiiiiiiiiiiic e 135,000 Ib (61,235 kg).
Crustacean ........ccccceveeeveeeneenieeenen. Deepwater ShIMP ...cc.oiiiiiiiiee e e 250,773 Ib (113,749 kg).

Precious Coral

Coral Reef Ecosystem

Spiny Lobster
Slipper Lobster ...
Kona Crab
Auau Channel Black Coral
Pink/Bamboo Coral; Makapuu Bed
Pink/Bamboo Coral; 180 Fathom Bank .
Pink/Bamboo Coral; Brooks Bank
Pink/Bamboo Coral; Kaena Point Bed
Pink/Bamboo Coral; Keahole Bed
Precious Corals in the Hawaii Exploratory Area ....
Selar crumenophthalmus—akule or bigeye scad ...
Decapterus macarellus—opelu or mackerel scad ..
Carangidae—jacks ..........ccocviiiiiiiiiiiiicece
Mullidae—goatfish

10,000 Ib (4,536 kg).
280 Ib (127 kg).

27,600 Ib (12,519 kg).
2,500 kg (5,512 Ib).
1,000/250 kg (2,205/551 Ib).
222/56 kg (489/123 Ib).
444/111 kg (979/245 Ib).
67/17 kg (148/37 Ib).
67/17 kg (148/37 Ib).
1,000 kg (2,205 Ib).
651,292 Ib (295,421 kg).
393,563 Ib (178,517 k).
193,423 Ib (87,735 kg).
125,813 Ib (57,068 kg).

Acanthuridae—surgeonfish ...
Lutjanidae—snappers
Holocentridae—squirrelfish ....
Mugilidae—mullets
Mollusks—turbo snails; octopus; giant clams
Scaridae—parrotfish
Crustaceans—crabs
Carcharhinidae—Reef Sharks ..
All Other CREMUS combined

80,545 Ib (36,535 kg).
65,102 Ib (29,530 kg).
44,122 b (20,013 kg).
41,112 Ib (18,648 kg).
28,765 Ib (13,048 kg).
33,326 Ib (15,116 kg).
20,686 Ib (9,383 kg).
111,566 Ib (50,605 kg).
142,282 Ib (64,538 kg).

Technical Corrections to Proposed ACL
Specifications

NMFS identified several technical
errors in the calculation of ABC for
some MUS after the Council made their
recommendations. Because the ABCs
were derived from control rules and
formulas contained in the FEPs, NMFS
corrected the technical errors in this
proposed specification by recalculating
the ABCs based on the corrected
information. NMFS has provided the
corrected proposed ACL specifications
to the Council’s Executive Director and
Chairperson for their review and
concurrence that the corrected proposed
ACL specifications are consistent with
the Council’s recommendation to
establish ACLs for precious corals in
Hawaii that are equal to current harvest
quotas, and to establish ACL equal to
ABC for all other fisheries. The resulting
corrected ACL specifications are
proposed here. Descriptions of the
affected MUS, technical errors, and
corrected ABC and ACL values are
provided in the EAs, and summarized as
follows:

Hawaii Deepwater Shrimp

The pre-corrected recommended ACL
for Hawaii deepwater shrimp was equal
to the ABC of 544,000 1b, which was
based on the application of the Tier 4
control rule: ABC = 0.91 x (maximum
sustainable yield (MSY)). The most
current estimate of MSY for the
deepwater shrimp in Hawaii is 125 mt/
yr or 275,575 1b/yr (Tagami and Ralston
1988); however, in calculating ABC, the
value for exploitable biomass (271.4 mt/
yr or 598,328 1b) as estimated by Ralston
and Tagami, (1992) was used instead of
MSY. The resulting ACL
recommendation of 544,000 exceeded
the estimated MSY by more than
268,000 Ib. NMFS corrected the ABC by
applying the correct MSY value of 125
mt/yr or 275,575 lb/yr into the Tier 4
control rule, resulting in a corrected
ABC of 250,773 Ib. Consistent with the
Council recommendation that ACL be
set equal to ABC, NMFS proposes an
ACL of 250,773 lb for Hawaii deepwater
shrimp in 2012.

CNMI Deepwater Shrimp

The pre-corrected recommended ACL
for CNMI deepwater shrimp was equal
to the ABC of 268,000 1b, which was
based on the application of the Tier 4
control rule: ABC = 0.91 x MSY. The
most current estimate of MSY for the
deepwater shrimp in CNMI is 137.4 mt/
yr or 302,830 Ib/yr (Moffitt and Polovina
1987); however, in calculating ABC, the
incorrect value for MSY was used (133.8
mt/yr or 294,975 lb/yr), resulting in an
ABC of 268,000 1b. NMFS corrected the
ABC by applying the correct MSY value
of 137.4 mt/yr or 302,830 1b/yr in the
Tier 4 control rule, resulting in a
corrected ABC of 275,575 1b. Consistent
with the Council recommendation that
ACL be set equal to ABC, NMFS
proposes an ACL of 275,575 1b for CNMI
deepwater shrimp in 2012.

Guam Deepwater Shrimp

The pre-corrected recommended ACL
for Guam deepwater shrimp was equal
to the ABC of 56,000 b which was
based on the application of the Tier 4
control rule: ABC = 0.91 x MSY. The
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most current estimate of MSY for the
deepwater shrimp in Guam is 24.1 mt/
yr or 53,116 1b/yr (Moffitt and Polovina
1987); however, in calculating ABC, the
incorrect value for MSY was used (27.7
mt/yr or 61,067 1b/yr), resulting in an
ABC of 56,000 Ib. The resulting ACL of
56,000 lb exceeded the MSY estimated
by Moffitt and Polovina (1987) by over
2,800 lIb. NMFS corrected the ABC by
applying the correct MSY value of 24.1
mt/yr into the Tier 4 control rule,

resulting in a corrected ABC of 22 mt/
yr or 48,488 lb/yr. Consistent with the
Council recommendation that ACL be
set equal to ABC, NMFS proposes to
specify an ACL of 48,488 1b for Guam
deepwater shrimp in 2012.

Hawaii Pink and Bamboo Corals

The recommended ACLs for Hawaii
deepwater pink and bamboo corals at all
established and conditional beds were
set equal to the current harvest quotas

as specified in 50 CFR 665 (75 FR 2198,
January 14, 2010), except at the
Makapuu Established Bed. At this bed,
the current harvest quotas for pink and
bamboo corals are 2,000 kg and 500 kg,
respectively, and may be taken over a
two year timeframe. However, since
ACLs must be specified annually, the
recommended ACLs were set at one half
of the current harvest quota, or 1,000 kg/
yr and 250 kg/yr, respectively, and
shown in Table 5.

TABLE 5—COUNCIL RECOMMENDED ACLS FOR HAWAII PINK AND BAMBOO CORALS

Bed Pink c(ﬁra;l ACL Bamboo coral
9 (kg)
Makapuu EStabliShed B ...ttt ettt e e s bb e e et e e e e an e e e e be e e e eaeeeaaaee 1,000 250
180 Fathom Bank Conditional Bed .... 222 56
Brooks Bank Conditional Bed ............. 444 111
Kaena Point Conditional Bed ............. 67 17
Keahole Point Conditional BEd ..........cc.ueiiiiiiiiieie ettt e e et e e e eaa e e e sare e e etseeeeareeaennes 67 17

However, the Council’s recommended Conditional beds exceed the ABC of 16

ACL of 17 kg for bamboo corals at the
Kaena Point and Keahole Point

kg as calculated by the SSC at its 108th
meeting as shown in Table 6. In

accordance with the Magnuson-Stevens
Act and National Standard 1, the ACL
may not exceed the ABC.

TABLE 6—SSC RECOMMENDED ABCS FOR HAWAII PINK AND BAMBOO CORALS

Pink coral ABC Bamboo coral
Bed (0.9(1k gI;\gl:’:?Y) (0.91"MSY)
(kg)

Makapuu EStabliShed B ..........ooeeiiiiiiiiii ettt e e 1,400 260
180 Fathom Bank Conditional Bed .... 1,400 260
Brooks Bank Conditional Bed ............. 1,400 260
Kaena Point Conditional Bed ............. 85 16
Keahole Point Conditional BEd ..........cccuiiiiiiiiiiiiie st ee e e tae e e st e e e s e e e enaaeeeesreeeenneeeanes 85 16

The ABCs were based on the
application of the Tier 4 control rule:
ABC = 0.91 x MSY. In calculating ABC
for pink coral at the Makapuu
Established Bed, the SSC applied a
revised estimate of MSY for pink coral
reported in Grigg (2002). Specifically,
Grigg (2002) estimated an MSY for pink
coral at the Makapuu bed of 1,500 kg/
year. In calculating ABC for bamboo

MSY for Makapuu Bed =

coral at the Makapuu Established bed,
the SSC relied on the MSY estimate of
285 as provided in the Hawaii FEP.
Based on these MSY estimates the SSC
calculated ABC for pink coral and
bamboo coral at the Makapuu bed as
1,400 kg/yr and 260 kg/yr, respectively.

There are no MSY estimates for pink
or bamboo coral at any conditional beds.
Therefore, to calculate an MSY proxy
for pink coral and bamboo coral for

these beds, the SSC applied the formula
provided in the Hawaii FEP which was
used to set the existing harvest quotas.
Specifically, the Hawaii FEP explains
that the harvest quotas for pink and
bamboo corals at any conditional bed is
extrapolated, based on bed size, by
comparison with that of the Makapuu
Established Bed using the following
formula:

MSY for Conditional Bed

Area of Makapuu Bed

Framework Amendment 1 to the
Precious Corals FMP (WPFMC 2001)
defines the bed area for all established
and conditional beds in Hawaii and
defines the Makapuu Established Bed as
3.60 km2, and both the Keahole Point
and Kaena Point Conditional Beds as
0.24 km2. However, in calculating the
MSY proxies for pink and bamboo

corals at Keahole Point and Kaena Point
Conditional Beds, incorrect values for
the Makapuu Established Bed area
(12.57 nm?2) and both the Keahole and
Kaena Point Conditional Bed area (0.79
nm2) were used in the formula above
resulting in a bamboo coral MSY proxy
of 18 kg/yr for the two latter beds.
Applying the Tier 4 control rule (ABC

Area of Conditional Bed

= 0.91 x MSY) resulted in an ABC of 16
kg for both Keahole Point and Kaena
Point Conditional Beds.

NMEF'S corrected the ABCs by
applying the correct bed area for
Makapuu (3.60 km?2) and for both
Keahole Point and Kaena Point (0.24
km?2) into the formula above, resulting
in a corrected bamboo coral MSY proxy
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of 19 kg for the two latter beds. Next,
NMEFS applied the Tier 4 control rule
(ABC = 0.91 x MSY), resulting in a
corrected ABC of 17 kg. These technical
corrections are consistent with the
intent of the SSC and Council and
represent the best available scientific
information regarding Hawaii precious
corals. Additionally, the technical
corrections allow for the Council’s
recommended ACL of 17 kg for bamboo
corals at the Kaena Point and Keahole
Point Conditional Beds to be acceptable
ACLs as they no longer exceed ABC.

Proposed Accountability Measures

Each fishing year, NMFS and local
resource management agencies in
American Samoa, Guam, the CNMI, and
Hawaii will collect information about
MUS catches and apply them toward
the appropriate ACLs. Pursuant to 50
CFR 665.4, when the ACL for a stock or
stock complex is projected to be
reached, based on available information,
NMFS must notify permit holders that
fishing for that stock or stock complex
will be restricted in Federal waters on
a specified date. The restriction serves
as the AM to prevent an ACL from being
exceeded and may include, but is not
limited to closure of the fishery, closure
of specific areas, changes to bag limits,
or restrictions in effort. However, local
resource management agencies
presently do not have the personnel or
resources to process catch data in near-
real time, so fisheries statistics are
generally not available to NMFS until at
least six months after the data has been
collected. While the State of Hawaii has
the capability to monitor and track the
catch of seven preferentially-targeted
bottomfish species in near-real time in
comparison with previously specified
ACLs (76 FR 54715, September 2, 2011),
additional resources would be required
to extend these capabilities to other
bottomfish, crustacean, precious coral,
and coral reef ecosystem MUS.
Significant resources would also be
required to support the establishment of
in-season monitoring and tracking
capabilities in American Samoa, Guam
and the CNMI. Additionally, reliance on
Federal logbook and reporting from
Federal waters will not be sufficient in
accurately monitoring and tracking
catches towards the proposed ACL
specifications as the majority of fishing
for bottomfish, crustacean, precious
coral, and coral reef ecosystem fishery
MUS occurs primarily in non-Federal
waters generally 0-3 nautical miles from
shore. For these reasons, NMFS
proposes to implement the Council’s
recommended AM, which requires the
Council to conduct a post-season
accounting of the annual catch for each

stock and stock complex of MUS
relative immediately after the end of the
fishing year. If an ACL is exceeded, the
Council would take action in
accordance with 50 CFR 600.310(g)
which may include a recommendation
that NMFS reduce the ACL for the
subsequent fishing year by the amount
of the overage, or other measure, as
appropriate.

NMFS will consider public comments
on the proposed ACLs and AMs and
will announce the final specifications as
soon as possible. Regardless of the final
ACL specifications and AMs, all other
management measures will continue to
apply in the fisheries. To be considered,
comments on these proposed
specifications must be received by
January 18, 2012, not postmarked or
otherwise transmitted by that date.

Classification

Pursuant to section 304(b)(1)(A) of the
Magnuson-Stevens Act, the NMFS
Assistant Administrator for Fisheries
has determined that this proposed
specification is consistent with the
applicable western Pacific FEPs, other
provisions of the Magnuson-Stevens
Act, and other applicable laws, subject
to further consideration after public
comment.

Certification of Finding of No
Significant Impact on Substantial
Number of Small Entities

The Chief Counsel for Regulation of
the Department of Commerce certified
to the Chief Counsel for Advocacy of the
Small Business Administration that
these proposed specifications, if
adopted, would not have a significant
economic impact on a substantial
number of small entities. A description
of the action, why it is being considered,
and the legal basis for it are contained
in the preamble to this proposed
specification.

NMEFS based the proposed
specifications on recommendations
from the Western Pacific Fishery
Management Council (Council) at its
152nd meeting held on October 17-19,
2011. A total of 101 ACLs are proposed:
22 in American Samoa, 27 in Guam, 22
in the CNMI, and 30 in Hawaii. The
ACLs would be specified for the 2012
fishing year, which begins on January 1
and ends on December 31, except for
precious coral fisheries. These measures
would apply to precious coral fisheries
from July 1, 2011—June 30, 2012. Some
ACLs would be applied to fisheries for
which there are no participants. These
include certain crustacean fisheries (i.e.,
deepwater shrimp and Kona crab), and
all precious coral fisheries outside
Hawaii.

Fishery participants should not face
any adverse economic impacts as a
direct result of the proposed ACLs and
AMs. The Council and NMFS are not
considering in-season closures in any of
the fisheries to which these ACLs apply,
due to the current inability of fishery
management entities to conduct in-
season tracking of catch in relation to
the ACLs. As a result, participants in
these fisheries would be able to fish
throughout the entire season; in
addition, the ACLs, as proposed, would
not change the gear types, areas fished,
effort, or participation of the fishery
during the 2012 fishing season. A post-
season review of the catch data would
be required to determine whether any of
those ACLs is exceeded. If any of the
ACLs is exceeded, the Council and
NMEFS would take action to correct the
operational issue that caused the ACL
overage. NMFS cannot, however,
speculate on operational measures or
the magnitude of any potential overage
adjustment; therefore, the
environmental and socio-economic
impacts of future actions, such as
changes to future ACLs or AMs, would
need to be evaluated separately once the
required data are available.

Other alternatives that were
considered but not selected called for
alternative specifications for the 101
ACLs, some higher and some lower than
those that were proposed. However,
because in-season tracking of catch data
cannot be achieved in these fisheries,
in-season AMs such as a fishery closure
are not possible, and fishery
participants would be able to fish
throughout the entire season under all
alternatives considered. Therefore, the
direct economic impacts to small
entities during the 2012 fishing season
would not likely differ among the
alternatives.

As described earlier, the proposed
action of specifying ACLs and AMs is
expected to have little, if any, direct
adverse economic impact. For fisheries
with active participants, the ACLs are
generally in line with or greater than the
current annual yields and there should
be no disproportionate economic
impacts between large and small
entities. Furthermore, there is likely to
be no disproportionate economic
impacts among the universe of vessels
based on gear, home port, or vessel
length. Because the proposed action
would have little to no direct economic
impact, NMFS has determined that this
proposed rule will not have a significant
economic impact on a substantial
number of small entities, pursuant to
the Regulatory Flexibility Act, 5 U.S.C.
605(b).
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As a result, an initial regulatory
flexibility analysis is not required and
none has been prepared.

This proposed rule has been
determined to be not significant for
purposes of Executive Order 12866.

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

Dated: December 27, 2011.
Samuel D. Rauch III,

Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.

[FR Doc. 2011-33691 Filed 12—30-11; 8:45 am]
BILLING CODE 3510-22-P
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DEPARTMENT OF AGRICULTURE

Natural Resources Conservation
Service

Commodity Credit Corporation

[Docket No. NRCS-2011-0025]

Cooperative Conservation Partnership
Initiative and Wetlands Reserve
Enhancement Program

AGENCY: Natural Resources
Conservation Service and Commodity
Credit Corporation, United States
Department of Agriculture.

ACTION: Notice of request for proposals
through the Mississippi River Basin
Healthy Watersheds Initiative (MRBI).

SUMMARY: The Natural Resources
Conservation Service (NRCS) announces
the availability of financial assistance
funds in fiscal year (FY) 2012 for up to
$11.74 million in the Cooperative
Conservation Partnership Initiative
(CCPI) and up to $25 million in the
Wetlands Reserve Enhancement
Program (WREP) through MRBI. These
funding levels are available for new
MRBI proposals only. However, CCPI
and WREP will not be the only funding

mechanisms for MRBI in FY 2012. The
Chief of NRCS reserves discretion in
utilizing other NRCS conservation
program funds and mechanisms in
support of the objectives of MRBI.
Through agreements, partners and
NRCS will provide assistance to eligible
participants in the 54 designated focus
areas (8-digit hydrologic unit codes
(HUGs)) in the following 13 States:
Arkansas, Illinois, Indiana, Iowa,
Kentucky, Louisiana, Minnesota,
Mississippi, Missouri, Ohio, Tennessee,
South Dakota, and Wisconsin. The
purpose of this notice is to solicit
proposals from potential partners to
enter into agreements with NRCS and to
inform agricultural producers and
landowners of the future availability of
program funds through approved
partnership projects. Proposals must be
based on one or more 12-digit HUCs
within the 54 designated focus areas.
Partners who are currently involved in
approved MRBI agreements through
CCPI or WREP and want to work in
other 12-digit watersheds must submit
new proposals for a new project.
DATES: Eligible partners may submit
proposals for MRBI-CCPI and MRBI-
WREP via email or U.S. Postal Service;
however, all proposals must be received
on or before March 19, 2012.
ADDRESSES: Applicants are encouraged
to submit proposals electronically to
MRBI-CCPI@wdc.usda.gov for CCPI and
MRBI-WREP@wdc.usda.gov for WREP.
If submitting a paper proposal, the
proposal may be mailed to: Martin
Lowenfish, Acting Team Leader,
Conservation Initiatives Team, Natural
Resources Conservation Service, P.O.
Box 2890, Washington, DC 20013.

Do not send submissions via
registered or certified mail. Do not send
the same proposal both electronically
and to the Post Office Box address; use
only one method to submit a proposal.
If submitting more than one project
proposal, please submit each separately.

FOR FURTHER INFORMATION CONTACT:
Deena Wheby, MRBI Coordinator,
Conservation Initiatives Team, Natural
Resources Conservation Service;
Telephone: (859) 224-7403 or email:
deena.wheby@ky.usda.gov.

Persons with disabilities who require
alternative means for communication
(Braille, large print, audio tape, etc.)
should contact the USDA TARGET
Center at: (202) 720-2600 (voice and
TDD).

SUPPLEMENTARY INFORMATION:

Part A—General WREP and CCPI
Proposal Information

Focus Area Watersheds

Fifty-four focus area (8-digit HUC)
watersheds have been selected by NRCS
State Conservationists, with input from
the State Technical Committees and
State water quality agencies, to help
improve water quality by reducing
nitrogen, phosphorous, and sediment
levels in the watersheds of the
Mississippi River Basin, as well as
improve wildlife habitat and restore
wetlands. The designated 8-digit HUC
focus areas are listed below. A complete
list of the smaller-scale, 12-digit HUC
sub-watersheds within the designated 8-
digit HUC focus areas can be found on
the MRBI home page. The MRBI home
page can be found by searching for
MRBI at: http://www.nrcs.usda.gov.

DESIGNATED FOCUS AREAS FOR THE MRBI FY 2012 (8-DiGIT HUCS)

Hydrologic Proposals accepted
State(s) Watershed U¥1it Coge P for: P

Arkansas/MiSSOUI .........cccoceeeciiiiiiiiiiienie e CaChE ..o 08020302 | CCPI and/or WREP.
Arkansas ................. Lake Conway-Point Remove ..........ccccoeveenenienne. 11110203 | CCPI and/or WREP.
Arkansas ................. LANGUIIIE ..o 08020205 | CCPI and/or WREP.
Arkansas/Missouri ... Lower St. FranCis .......cccvceevivieninieienecee s 08020203 | CCPI and/or WREP.
Arkansas ................. Bayou Meto ......cccoooiiiiiiin 08020402 | CCPI and/or WREP.
ATKANSAS ..eoiiiiiiiiie e Lower WHIte ......ccoouiiiiiiiiiie e 08020303 | CCPI and/or WREP.
ATKANSAS ...eveeiieiiieie et Lower White-Bayou Des ArC ......c.ccccceereeriieennenne 08020301 | CCPI and/or WREP.
Arkansas ... LOWEr ArKANSAS ......ceeiveeriieiiienieesiee e 08020401 | CCPI and/or WREP.
ATKANSAS ....eeiiiiiieeiicee e Big oo 08020304 | CCPI and/or WREP.
Arkansas/Kentucky/Missouri/Tennessee .... Lower Mississippi—Memphis ...........ccccoceriieieens 08010100 | WREP only.
Arkansas/MisSiSSIPPI ...vvveveveeeriieeeriiieeenaennnn Lower Mississippi—Helena .........ccccoccveeeveiiinnens 08020100 | WREP only.
Arkansas/Louisiana/Mississippi .. Lower Mississippi—Greenville ... 08030100 | WREP only.
IINOIS .o Lower lllinois-Senachwine Lake ..........c.cccoceeieenee 07130001 | CCPI and/or WREP.
lllinois ............... Vermillion (Upper Mississippi River sub-basin) .... 07130002 | CCPI and/or WREP.
llinois/INdiaNa .......ccccveevveeeiiee e Vermillion (Upper Ohio River sub-basin) ............. 05120109 | CCPI and/or WREP.


http://www.nrcs.usda.gov
mailto:deena.wheby@ky.usda.gov
mailto:MRBI-CCPI@wdc.usda.gov
mailto:MRBI-WREP@wdc.usda.gov
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Hydrologic Proposals accepted
State(s) Watershed U¥1it Coge P for: P

INdIANA . el 05120104 | CCPI and/or WREP.
Indiana ...... Upper East Fork White ..........ccccoiviiiiiniiiee 05120206 | CCPI and/or WREP.
Indiana ............. WIIACAL .o 05120107 | CCPI and/or WREP.
Indiana/Ohio .... Upper Wabash ... 05120101 | CCPI and/or WREP.
lowa ....cccceeeeen. BOONE ..o 07100005 | CCPI and/or WREP.
lowa .... Maquoketa .........ccoeciiiiiii 07060006 | CCPI and/or WREP.
lowa ...ccoooeevvienen North RaCCOON .....c.eoiiviiiiiiiieiieeeee e 07100006 | CCPI and/or WREP.
lowa/Minnesota ............. Upper Cedar ... 07080201 | CCPI and/or WREP.
Kentucky/Tennessee .... Bayou De Chien-Mayfield ..........ccccooiiiniinnennnen. 08010201 | CCPI and/or WREP.
Kentucky ........cccoeveens LicKiNG oo 05100101 | CCPI and/or WREP.
Kentucky ... LOWETr GrEEN ..ot 05110005 | CCPI and/or WREP.
LOUISIANA ....eeiiiiieeeeee e Mermentau ... 08080202 | CCPI and/or WREP.
LOoUISIaNa .....oeviiiiieeee e Lower Mississippi—Baton Rouge .........c.cccoceeenne 08070100 | WREP only.
Louisiana/Arkansas .... Bayou Macon ..........cccociiiiiiiiiiii e 08050002 | CCPI and/or WREP.
Louisiana/Arkansas .... Boeuf RIVET ......ooiiiiiiiiicee e 08050001 | CCPI and/or WREP.
Louisiana/Mississippi . Lower Mississippi—Natchez ............cccocveieenen. 08060100 | WREP only.
Minnesota .................. Middle MinNesota ........cccoceeiieeniiiiiee e 07020007 | CCPI and/or WREP.
Minnesota ..... ROOT s 07040008 | CCPI and/or WREP.
Minnesota ..... SAUK e 07010202 | CCPI and/or WREP.
MISSISSIPPI ..eovvvervieiieeiee e Big SUNflower .......c.ccociiiiiiiie e 08030207 | CCPI and/or WREP.
Mississippi/Louisiana/Arkansas .. DEer-Steele ......ccovivviieeeiee e 08030209 | CCPI and/or WREP.
MiSSISSIPPI ..eovvvirrieiieeiieiee e UPPEr YazZOO ....ccccceiiiiiiiieiiie it 08030206 | CCPI and/or WREP.
Missouri/lowa ... LOWET Grand .......cocceeriueenieiiienieeiee e 10280103 | CCPI and/or WREP.
Mississippi ........ Coldwater Creek ........cceveveeriereeninieseneeeee e 08030204 | CCPI and/or WREP.
Missouri ..... North Fork Salt ........ccoooiriiiiiiieeeeeen 07110005 | CCPI and/or WREP.
Missouri .......ccceeeueen. South Fork Salt .......cccooiiiiiii e, 07110006 | CCPI and/or WREP.
Missouri/Arkansas ... Little River DItches ........ccceviiiiiiiiieie e 08020204 | CCPI and/or WREP.
Ohio/Indiana ........... Upper Great Miami ........c.cocceniiiinenieneceeneee 05080001 | CCPI and/or WREP.
[©] 41 R (8]0 o1 GRS Yol o) (o N 05060001 | CCPI and/or WREP.
Tennessee ........cccceeeee. FOrked DEEr ........ooiiiiiiiiiiiieeeie e 08010206 | CCPI and/or WREP.
Tennessee/Kentucky ......ccccooevrieenieinenneceneenne ODION i 08010202 | CCPI and/or WREP.
TENNESSEE oot South Fork Obion ........cccocoiiiiiiiiiieiie e, 08010203 | CCPI and/or WREP.
Tennessee/Kentucky ........ Red River ............... 05130206 | CCPI and/or WREP.
South Dakota/Minnesota .. Upper Minnesota . 07020001 | CCPI and/or WREP.
Wisconsin/lllinois ............... Upper Rock ......... 07090001 | CCPI and/or WREP.
WISCONSIN .o KiCKaPOO .....coiiiiiiiii i 07070006 | CCPI and/or WREP.
WISCONSIN it Middle ROCK .....cocuviiiiiiiiiieieeee e 07090002 | CCPI and/or WREP.
Wisconsin/lowa ............. Grant-Little Maquoketa .. 07060003 | CCPI and/or WREP.
Wisconsin/Minnesota Rush-Vermillion .........cccooviiiiniiieecee e 07040001 | CCPI and/or WREP.

Under MRBI, NRCS works with
partners through CCPI and WREP to
help address conservation concerns and
opportunities within the watershed of
the Mississippi River Basin. In approved
MRBI-CCPI project areas, NRCS will
make Environmental Quality Incentives
Program (EQIP), Conservation
Stewardship Program (CSP), and
Wildlife Habitat Incentive Program
(WHIP) funds available to eligible
producers consistent with the proposal
design as much as possible. In approved
MRBI-WREP project areas, funds are
available through the Wetlands Reserve
Program (WRP).

Proposal Submission, Review, and
Notification

Potential partners are highly
encouraged to submit proposals to the
email address provided in the
“Addresses” section of this notice. If the
proposal is submitted in hard copy, the
potential partner must submit two
copies of the proposal, typewritten or

printed on 8-1/2” x 11” white paper. The
entire project proposal, not including
letters of support, cannot exceed 12
pages in length including a summary,
responses to the information requested
in this Federal Register, maps, and
other supporting documents. The
proposal must address, in sufficient
detail, all the criteria outlined in the
“Proposal Requirements” section of this
notice in order to be considered.

MRBI-CCPI and MRBI-WREP
proposals submitted to NRCS become
the property of the agency for use in the
administration of the program, may be
filed or disposed of by the agency, and
will not be returned to the potential
partner. Once proposals have been
submitted for review and ranking, there
will be no further opportunity for the
potential partner to change or re-submit
the proposal; however, NRCS may
request certain changes before finalizing
the selection and approval of a project.
Incomplete proposals or those that do
not meet the requirements set forth in

this notice will not be considered, and
notification of elimination will be
mailed to the applicant. Partner
proposals may be withdrawn by written
notice to Deena Wheby, MRBI
Coordinator, Conservation Initiatives
Team, at any time prior to selection (see
ADDRESSES section in this notice).

NRCS will review, evaluate, and rank
proposals based on the criteria set forth
in the respective ‘Proposal
Requirements” sections of this notice
for both MRBI-CCPI and MRBI-WREP.
Potential partners should recognize that
the proposal is the only document
NRCS will use in the evaluation
process. The proposal must request
NRCS program funds for obligation
beginning in FY 2012 (October 1, 2011-
September 30, 2012). Proposals which
request funding with obligation starting
after FY 2012 will not be evaluated or
considered under this request for
proposals.

Partners whose proposals have been
selected will receive an official letter of
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notification. Upon notification of
selection, the partner should contact the
appropriate State Conservationist(s) to
develop the required partnership
agreement and other project
implementation requirements. Potential
partners should note that, depending
upon available funding and agency
priorities, NRCS may offer a reduced
amount of program financial assistance
from what was requested in the
proposal and may require adjustments
to the proposal as a condition of
approval to meet program or other
requirements. Partner submissions of
proposals that are not selected will also
be notified by mail.

State Conservationist(s) Proposal
Review

Once a project proposal is received,
the agency will provide a copy of it to
the appropriate State Conservationist(s).
State Conservationist(s) will review the
proposals to:

(a) Document potential duplication
with other projects or existing programs;

(b) Confirm adherence to and
consistency with program regulations,
including requirements related to land
and landowner eligibility and other
program requirements;

(c) Address expected benefits for
project implementation in their State(s);

(d) For multi-State proposals,
coordinate with all State
Conservationists involved in the
proposal to verify concurrence and
support for the project;

(e) Identify other issues or concerns
that should be considered; and

(f) Provide a recommendation, along
with justification, to the NRCS Chief for
approval or disapproval of the project.

Waiver Authority

To assist in the implementation of
approved WREP and CCPI projects, the
Chief may waive the applicability of the
Adjusted Gross Income Limitation, on a
case-by-case basis, in accordance with 7
CFR part 1400. Such waiver requests
must be submitted in writing from the
program applicant, not the sponsoring
partner, addressed to the Chief, through
the local NRCS designated
conservationist.

Part B—The Cooperative Conservation
Partnership Initiative Component of
MRBI

To improve the health of the
watersheds within the Mississippi River
Basin, NRCS and its partners will help
producers to voluntarily implement
conservation practices that avoid,
control, and trap nutrient runoff;
improve wildlife habitat; restore
wetlands; and maintain agricultural

productivity. These improvements will
be accomplished through a conservation
systems approach to address water
quality, wetland, and wildlife related
resource concerns. NRCS will provide
producers assistance in implementing a
suite of practices that will reduce the
impacts of nutrients and sediment
leaving agricultural fields. In the Lower
Mississippi River Basin States, practices
may also address water quantity as a
compatible resource concern with water
quality as the primary resource concern.

Overview of the CCPI

The CCPI is a voluntary conservation
initiative that enables the use of certain
conservation programs, combined with
resources from eligible partners, to
provide financial and technical
assistance to owners and operators of
agricultural and nonindustrial private
forest lands in order to enhance
conservation outcomes and achieve
resource conservation objectives. The
functions of CCPI can best be described
in two parts: CCPI partnerships and
CCPI program participation.

CCPI Partnerships

Under CCPI, eligible potential
partners may submit proposals
addressing the criteria that are outlined
in this request for proposals. Partners
who may enter into partnership
agreements with NRCS include federally
recognized Indian Tribes, State and
local units of government, producer
associations, farmer cooperatives,
institutions of higher education, and
nongovernmental organizations which
have a history of working cooperatively
with producers to effectively address
conservation priorities related to
agricultural production and
nonindustrial private forest land.
Individual agricultural producers are
not eligible partner entities and may not
submit CCPI proposals. However,
individual agricultural producers can
participate by applying for program
assistance in the approved proposal
areas through their local NRCS office.

Proposals will be evaluated through a
competitive review process. After
selection, the partners will enter into a
partnership agreement with NRCS. The
partnership agreement will not obligate
funds, but as applicable, will address
the following:

(a) Role of the partner;
(b) Role of NRCS;

(c) Responsibilities of the partner as it
relates to the monitoring and evaluation;

(d) Frequency and duration of
monitoring and evaluation to be
completed by the partner;

(e) Format and frequency of reports
that are required as a condition of the
partnership agreement;

(f) Budget which includes other
funding sources (if applicable) for
financial and technical assistance;

(g) Specified project schedule and
timeframe; and

(h) Other requirements deemed
necessary by NRCS to further the
purposes of MRBI.

Where flexibility is needed to meet
project objectives, the partner may
request that program adjustments be
allowed, provided such adjustments are
within the scope of the applicable
programs’ statutory and regulatory
program authorities. An example of an
adjustment may be to expedite the
applicable program ranking process in a
situation where a partner has identified
the producers approved to participate in
the project. Other examples of
flexibilities are payment percentage
rates, or use of a single area-wide
conservation plan of operations rather
than individual conservation plans of
operation. An example of an ineligible
flexibility would be to request funds for
activities that do not meet NRCS
conservation practice standards.

CCPl is not a grant program, and all
Federal funds made available through
this request for proposals will be paid
directly to producers through program
contract agreements. If desired,
producers may elect to have their
payments assigned to another party. No
technical assistance funding may be
provided to a partner through the CCPI
partner agreement. However, if
requested by a partner, the State
Conservationist may consider
development of a separate contribution
agreement with a qualified partner to
provide funding for delivery of
technical services to producers
participating in an approved CCPI
project.

CCPI Program Participation

Once the agency approves and
announces the selected partner projects,
eligible agricultural producers located
within the approved project areas may
apply directly to NRCS for funding
through one or more of the following
programs: EQIP, CSP, or WHIP. CCPI
uses the funds, policies, and processes
of these programs to deliver assistance
to eligible producers to implement
approved core and supporting
conservation practices, enhancements,
and activities under MRBI. Producers
interested in applying must meet the
eligibility requirements of the program
for which they are applying. Individual
applications from eligible producers
will be evaluated and ranked to ensure
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that producer applications selected for
funding are most likely to achieve
project objectives. Once applications are
selected, the producers may enter into
one or more contracts or cost-share
agreements with NRCS within one or
more of the programs offered under
CCPI. During FY 2012, an objective of
MRBI-CCPI is to deliver EQIP, CSP, and
WHIP assistance to producers to achieve
MRBI priority conservation objectives in
geographic areas defined by the partner.
Depending upon the program available
in the project area, the assistance
provided enables eligible producers to
implement conservation practices and
enhancements, including the
development and adoption of
innovative conservation practices and
management approaches.
Availability of Funding

Effective on the publication date of
this notice, the Commodity Credit
Corporation announces the availability
of up to $9 million in EQIP and
$500,000 in WHIP financial assistance
and 140,000 acres in CSP for MRBI-
CCPI during FY 2012.

Proposal Requirements

The proposal must include the
following. Please provide the
information in the order as listed below:

(1) Proposal Cover and Summary:

(a) Project Title;

(b) Project director/manager name,
telephone number, mailing address, and
email address;

(c) Name and contact information for
lead partner entity submitting proposal
and other collaborating partners; and

(d) Short summary of project
including:

i. Project start and end dates (not to
exceed a period of 4 years);

ii. Designated 12-digit HUC, or
contiguous multiple 12-digit HUCs sub-
watersheds where the project is located,
including the State(s) and county(s);

iii. General project objectives and
resource concerns to be addressed as
they relate to MRBI priorities and
objectives;

iv. Total amount of CCPI financial
assistance being requested by program;

v. Whether any of the proposed 12-
digit project HUCs have previously been
approved for a MRBI CCPI project; and

vi. Whether the MRBI-CCPI proposal
will be used in conjunction with a
MRBI-WREP, MRBI-CIG, or other
Federal programs to meet MRBI
objectives. Include the name of the
program and the associated Federal
agency. (Note: Federal funds cannot be
used as a match to the funds provided
by NRCS.)

(2) Project Natural Resource
Objectives and Concerns:

(a) Identify and provide detail about
the project objectives. Objectives should
be specific, measureable, achievable,
and results-oriented.

(b) Identify and provide detail about
the natural resource concern(s) to be
addressed in this project. Include in this
description how the proposal objectives
will address the priority MRBI resource
concerns of water quality, wetland
restoration, and improved wildlife
habitat. Water quantity may be
addressed as a complementary resource
concern in the Lower Mississippi River
Basin States. Potential partners will
work with the State Conservationist(s)
to ensure the priority resource concerns
are addressed by utilizing approved
conservation practices, enhancements
and activities, and conservation
program requirements. A list of NRCS
approved natural resource concerns for
MRBI may be found on the MRBI Web
site which can be found by searching for
MRBI at http://www.nres.usda.gov.

(3) Detailed Project Description:

(a) A detailed description of the
geographic area covered by the
proposal, including:

i. Types of land uses to be treated; and

ii. The location and size of the
proposed project area, and what 12-digit
HUC sub-watershed(s) the project will
be within.

(b) A detailed map showing the
project area. Include on the map:

i. Outlined areas that need
conservation treatments;

ii. Location where conservation
treatments are needed; and

iii. Priority order for the different
areas to be treated.

(c) A description of the project
timeline. Include:

i. Duration of the project, not to
exceed 4 consecutive years in length
beginning in FY 2012;

ii. Project implementation schedule
that details when different objectives
and conservation practices and
enhancements will be completed;

iii. When partner and Federal
resources will be used within the
timeframe of the project. Include the
total amount of financial assistance
funds requested for each fiscal year of
the project to be made available for
producer contracts and cost-share
agreements (for multi-State projects,
provide the funds or acres by State as
appropriate); and

iv. When the final project report will
be submitted.

(d) A description of the plan for
evaluating and reporting on progress
made toward achieving the objectives of
the agreement.

(e) Identify potential criteria to be
used by NRCS to prioritize and rank

agricultural producers’ applications for
EQIP, CSP, and WHIP in the project
area. Potential partners should
collaborate with NRCS to develop
meaningful criteria that NRCS can use
to evaluate and rank producer program
applications. This will ensure that
producer applications which will best
accomplish MRBI objectives will be
selected.

(f) An estimate of the percentage of
producers, including nonindustrial
private forest landowners, in the project
area that may participate in the project
along with an estimate of the total
number of producers located in the
project area. Provide details about
additional information such as how the
partner will encourage producer
participation; does the project include
any Tribal producers, beginning farmers
or ranchers, socially disadvantaged
farmers or ranchers, or limited resource
farmers or ranchers; and are there
groups of producers who may submit
joint applications to address resource
issues of common interest and need.

(g) A listing and description of the
approved MRBI-CCPI core conservation
practices, conservation activity plans,
enhancements, and partner activities to
be implemented during the project
timeframe and the general sequence of
implementation of the project.
Information about approved MRBI-CCPI
EQIP, WHIP, and CSP practices,
enhancements, and activities can be
accessed at http://www.nrcs.usda.gov.
Only the conservation practices listed,
which are available in the applicable
State’s Field Office Technical Guide, are
eligible for use in MRBI. For each
conservation practice, estimate the
amount of practice extent (feet, acres,
number, etc.) the partner expects
producers to implement and the amount
of financial assistance requested to
support implementation of each practice
through producer contracts.

(h) Also address technical assistance
efforts that will be made by the partner.
Describe any activities that are
innovative and include outcome-based
performance measures, such as water
quality monitoring, to be implemented
by the partner.

(i) Indicate whether the project will
address specific regulatory compliance
and any other outcomes the partner
expects to complete during the project
period.

(j) A detailed description of any
requested adjustments, by program,
with an explanation of why the
adjustment is needed in order to achieve
the objectives of the project. Requested
adjustments or flexibilities must comply
with statutory and regulatory
requirements.
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(k) A science-based description of
how the proposal’s objectives also may
provide additional benefits by
addressing energy conservation or
mitigating the effects of climate change,
if applicable.

(1) If applicable, a detailed description
of a plan to conduct water quality
monitoring and evaluation and the
reporting of progress made toward
achieving MRBI objectives and desired
outcomes. NRCS is especially interested
in proposals that adopt a three-tiered
monitoring and evaluation approach
designed to assess environmental
outcomes at the edge-of-field, in-stream,
and at the 12-digit HUC level; however,
only those partners with the capacity to
implement monitoring and evaluation at
these three tiers, or a partnership with
an entity that has agreed to perform this
task, should include this in the project
proposal. Capacity includes the ability,
expertise, available staff, and any
needed financial assistance beyond
CCPI funding to conduct monitoring
and evaluation including identification
of monitoring locations, collection and
analysis of samples, reporting of results,
etc.. If an entity other than the applicant
entity will be responsible for monitoring
and evaluation, a letter of commitment
is to be included with the project
proposal submission. Higher priority
will be given to projects that adopt this
three-tiered approach where the partner
provides resources or technical services
to carry it out. Higher priority will also
be given to projects that utilize
environmental indicators to assess water
quality and evaluate effects of
conservation systems and activities
implemented through the project at the
edge-of-field level in conjunction with
in-stream and 12-digit HUC monitoring.
Information concerning water quality
monitoring and evaluation can be found
at on the MRBI home page. The MRBI
home page can be found by searching
for MRBI at http://www.nrcs.usda.gov.

(4) Partner Description:

(a) A description of the partner(s)
history of working with agricultural
producers to address conservation
priorities;

(b) A description of how the partner(s)
will collaborate to achieve the objectives
of the agreement including:

i. The roles, responsibilities, and
capabilities of the partner(s); and

1i. The financial or technical
commitments of each of the partner(s)
and how they will be leveraged by the
Federal contribution through EQIP,
WHIP, CSP, or a combination of the
three. Include specifically what
commitments will be used toward water
quality monitoring needs. If partners
who do not submit the proposal intend

to commit resources, a letter or other
documentation from these partners
confirming a commitment of specified
resources is required.

(c) A description of the resources
(financial and technical assistance)
requested from each of the applicable
NRCS programs (EQIP, WHIP, and CSP)
and the non-Federal resources provided
by the partner that will be leveraged by
the Federal contribution. Partners need
to clearly state, by project objective,
how they intend to leverage Federal
funds along with partner resources. The
funding and time contribution by
agricultural producers to implement
agreed-to conservation practices and
enhancements in program contracts will
not be considered any part of a match
from the potential partner for purposes
of CCPL.

(d) A description of how the partner
will facilitate the submission of
landowner applications;

(e) A description of how the partner
will provide for outreach to beginning
farmers or ranchers, limited resource
farmers or ranchers, socially
disadvantaged farmers or ranchers, and
Indian Tribes.

National Ranking Considerations

The agency will evaluate proposals
using a national competitive process. A
higher priority may be given to
proposals that:

(a) Have a high percentage of
producers actively farming or managing
working agricultural or nonindustrial
private forest lands included in the
proposed project area;

(b) Significantly leverage non-Federal
financial and technical resources and
coordinate with other local, State, or
Federal efforts. This includes resources
committed to provide for water quality
monitoring and evaluation of
conservation practices;

(c) Integrate both WREP and CCPI
within a project area;

(d) Deliver high percentages of
applied conservation practices to
address water quality, wildlife habitat,
and wetland restoration;

(e) Provide innovation in approved
conservation practices, conservation
methods, and delivery, including
outcome-based performance measures
and methods such as adaptive
management strategies;

(f) Complete the application of the
conservation practices and activities on
all of the covered program contracts or
cost-share agreements in 4 years or less;

(g) Assist the participants in meeting
local, State, and Federal regulatory
requirements;

(h) Provide for environmental
monitoring and evaluation of

conservation practices, enhancements,
and activities, which includes the
ability, expertise, available staff, and
any needed financial assistance beyond
CCPI funding to conduct monitoring
and evaluation including identification
of monitoring locations, collection and
analysis of samples, reporting of results,
etc.;

(i) Provide for outreach to, and
participation of, beginning farmers or
ranchers, socially disadvantaged farmers
or ranchers, limited resource farmers or
ranchers, and Indian Tribes within the
proposed project area;

(j) Have a high potential to achieve
MRBI water quality objectives of
nitrogen, phosphorous, and sediment
reductions leaving the field; and

(k) Identify other factors and criteria
which best achieve the purposes of
MRBI-CCPIL.

Part C—The Wetlands Reserve
Enhancement Program Component of
MRBI

Availability of Funding

Effective upon publication of this
notice, NRCS on behalf of the CCC,
announces that within the designated
focus areas in the Mississippi River
Basin Watersheds, up to $25 million in
financial assistance funds are available
in FY 2012 for WREP to eligible
participants through approved
partnership projects within the 54
designated 8-digit HUC focus area
watersheds in the following states:
Arkansas, Illinois, Indiana, Iowa,
Kentucky, Louisiana, Minnesota,
Mississippi, Missouri, Ohio, Tennessee,
South Dakota, and Wisconsin.

Under WREP, NRCS enters into multi-
year agreements with eligible State and
local governments, nongovernmental
organizations, and Indian Tribes to
target and leverage resources to carry
out high priority wetland protection,
restoration, and enhancement activities;
and improve water quality and wildlife
habitat. Eligible partners should submit
complete proposals to the addresses
listed in this notice addressing the
MRBI conservation objectives to be
achieved in one or more 12-digit HUC
watersheds within the 54 eligible 8-digit
HUC focus area watersheds. Proposals
that integrate a MRBI-WREP proposal
with a MRBI-CCPI project in one or
more 12-digit HUC watersheds will be
given additional consideration in the
selection process.

Overview

WREP is a voluntary conservation
program which is a component of WRP.
WREP leverages resources of eligible
partners to provide financial assistance
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to eligible landowners to protect,
restore, and enhance high priority
wetlands; improve wildlife habitat; and
improve water quality. WREP partners
are required to contribute a match as
detailed in the proposal requirement
section at 3(e). Proposals which include
additional partner resources will be
given higher priority consideration in
the selection process.

WREP financial assistance is
delivered to eligible landowners and
partners in approved project areas
through easement acquisition,
conservation program contracts,
cooperative agreements, contribution
agreements, or Federal contracts.
Restoration may be achieved through
payments to other parties who conduct
the restoration activities.

Only States and local units of
government, Indian Tribes, and
nongovernmental organizations are
eligible to submit a proposal and enter
into agreements with NRCS. A
nongovernmental organization is an
organization described in section
501(c)(3) of the Internal Revenue Code
of 1986. Individual landowners may not
submit WREP proposals through this
submission process. However, once a
WREP project has been approved and
announced, eligible landowners may
apply for WREP through their local
NRCS office. As part of the agreement,
approved partners may also help
facilitate the submission of landowner
applications, provide additional
technical or financial assistance to
landowners, and provide other
resources as defined in the agreement.

Written proposals are to be submitted
by eligible partners, and project
evaluation will be based upon a
competitive process and the criteria
established in this notice. Once NRCS
selects a partner’s proposal, landowners
within the selected project area may
submit an application directly to NRCS
for participation in WRP. Individual
landowner applications will be
evaluated and ranked along with other
applications in the watershed or
geographic project area, when
applicable, to ensure that the properties
selected for funding will achieve project
objectives.

Wetland restoration and enhancement
actions will be designed to improve
water quality and maximize wildlife
habitat benefits and wetland functions
and values according to the WRP
regulation, 7 CFR part 1467, and NRCS
conservation practice standards.
Additionally, the successful restoration
of land and the resultant wetland values
must take into consideration the cost of
such restoration, as required by the
WRP statute and reflected in the WRP

regulation at 7 CFR part 1467.4.
Proposals must conform to the WRP
guidelines for restoration and
management of lands subject to a WRP
easement.

Benefits to the partners in WREP
agreements include:

¢ Involvement in wetland restorations
in high priority MRBI focus areas;

o Ability to cost-share restoration or
enhancement components beyond those
required by NRCS;

o Ability to participate in
management or monitoring of selected
project locations; and

¢ Opportunity to utilize innovative
restoration methods and practices.

Land Eligibility

The land eligibility criteria for WREP
are the same as for WRP and are listed
in 7 CFR 1467.4.

Proposal Requirements

For consideration, the proposal must
be in the following format and contain
the information set forth below.

(1) Proposal Cover and Summary. The
first few pages of the proposal must
include—

(a) Project Title.

(b) Project Director/Manager name,
telephone, mailing address, and email
address.

(c) Name and contact information for
lead partner submitting proposal and
other collaborating partners.

(d) Short general summary of project,
including:

(i) Potential acres to be enrolled in the
project area,

(ii) Designated 12-digit watershed(s)
where the project is located, including
the State(s), and county(s). Include a
general location map,

(iii) Proposed project start and end
dates that do not exceed 4 consecutive
years including FY 2012,

(iv) The project objectives and
resource concerns to be addressed, and

(v) Total amount of financial
assistance being requested.

(2) Project Natural Resource
Objectives and Actions. The proposal
must—

(a) Identify and provide detail about
the wildlife and water quality concerns
to be addressed and how the proposal’s
objectives will address those concerns.
Objectives should be specific,
measurable, achievable, results-
oriented, and include a timeline for
completion.

(b) For each objective, identify the
actions to be completed to achieve that
objective and address the identified
natural resource concern. Specify which
actions are to be addressed through this
project using WREP assistance, and

which are being addressed through
alternate non-Federal funding sources or
other resources provided.

(c) Identify the total acres that require
wetland protection, restoration, and
enhancement.

(3) Detailed Project Description.
Information provided in the proposal
must include—

(a) A description of the partner(s)
history of working cooperatively with
landowners on conservation easements.

(b) A description of the watershed
characteristics within the designated
focus area covered by the proposal
including a detailed watershed map that
indicates the project location. The
description should include information
related to land use types, vegetation,
soils, hydrology, potential sources of
water quality impairments, occurrences
of at-risk species, proximity to other
protected areas, and a summary of
resource concerns. Proposals should
state whether a MRBI-WREP proposal is
integrated with a MRBI-CCPI proposed
project and include the name of the
proposed project.

(c) A description of the partner(s) and
the roles, responsibilities, and
capabilities of the partner(s). Proposals
which include resources from partners
other than the lead partner must include
a letter or other documentation
confirming the commitment of
resources.

(d) A description of the project
duration, plan of action, and project
implementation schedule. Project
proposals cannot exceed 4 years.

(e) A description of the financial
assistance resources that are requested
through WREP, and the non-Federal
resources provided by the partner(s) that
will be leveraged by the Federal
contribution. WREP requires partners to
contribute a match of:

(i) In-kind only contributions of at
least 20 percent of the restoration costs,

(ii) cash only contributions of at least
5 percent of the restoration costs, or

(iii) a combination of in-kind and cash
contributions of at least 20 percent of
the restoration costs.

Proposals which include additional
partner resources will be given
additional consideration in the selection
process. Contributions provided by the
partners to achieve additional ranking
points can be in the form of technical or
financial assistance for the protection,
restoration, and enhancement of the
wetland. Contributions can also be in
the form of assistance with management
and monitoring activities. Contributions
above the match requirement can be
cash or in-kind equipment or services.
Partners may provide incentives to
landowners to participate in WREP;
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however, incentive payments will not
be considered part of the match
requirement. Incentives include sign-up
bonuses, practice incentive payments,
or similar activities not funded through
WRP.

(f) Total budget for the project
including all partner resources which
will be leveraged for the project and the
amount of WREP financial assistance
being requested for project broken out
by fiscal year with totals. Include a
description of the amount of funds
needed annually for easement
acquisition and wetland restoration and
enhancement activities.

(g) A description of non-Federal
resources that will be available for
implementation of the proposal.
Proposals which include additional
non-Federal resources will be given
higher consideration in the selection
process. The partner needs to state
clearly how they intend to leverage
Federal funds along with partner
resources. Landowner contributions in
the implementation of agreed-to
wetland restoration and enhancement
practices may not be considered any
part of a match from the potential
partner for purposes of WREP. Partners
will also be required to submit a plan
for monitoring, evaluating, and
reporting progress made toward
achieving the objectives of the
agreement.

(h) An estimate of the percentage of
potential landowners, or estimate of the
percentage of acres likely to be enrolled
within the project area, compared to the
total number of potential landowners or
acres located in the project area. A
statement on how the partner will
encourage participation to guarantee
success of the project. It is not necessary
for a target area to involve multiple
landowners to be selected. Projects will
be evaluated based on the ecological
merits of the proposal and contributions
by the partners.

(i) A statement describing how the
partner will provide outreach,
especially to encourage participation by
Indian Tribes, beginning farmers or
ranchers, socially disadvantaged farmers
or ranchers, and limited resource
farmers or ranchers.

(j) A description of the wetland
protection, restoration, and
enhancement activities to be
implemented during the project
timeframe, and the general sequence of
implementation of the project. Activities
may include those efforts undertaken by
the partner and those that the partner
requests NRCS to address through
financial support.

National Ranking Considerations

The appropriate State Conservationist
will evaluate proposals and forward
recommendations, with justification, to
the NRCS Chief for review and
selection. The Chief will give a higher
priority to proposals that:

(a) Have a high potential to achieve
wetland restoration;

(b) Have a high potential to
significantly improve water quality;

(c) Have a high potential to
significantly improve wildlife habitat;

(d) Have a high potential to remove
frequently flooded lands from
agricultural production returning lands
to more natural conditions;

(e) Significantly leverage non-Federal
financial and technical resources and
coordinate with other local, State, tribal,
or Federal efforts;

(f) Demonstrate the partner’s history
of working cooperatively with
landowners on conservation easements;

(g) Provide innovation in wetland
protection, restoration, enhancement,
and management methods and outcome-
based performance measures and
methods;

(h) Provide evidence that wetland
restoration and enhancement activities
will be completed within 2 years of
easement closing;

(i) Provide for monitoring and
evaluation of the effectiveness of the
restoration activities on water quality;

(j) Provide for matching financial or
technical assistance funds to assist
landowners with the implementation of
the Wetlands Reserve Plan of
Operations and associated contracts;

(k) Facilitate the submission of
landowner applications;

(1) Provide for outreach to, and
participation of, Indian Tribes,
beginning farmers or ranchers, socially
disadvantaged farmers or ranchers, and
limited resource farmers or ranchers
within the area covered by the
agreement; and

(m) Integrate a MRBI-WREP proposal
with a MRBI-CCPI proposed or
approved project.

Partnership Agreements

Upon proposal selection, NRCS will
enter an agreement with a partner as the
mechanism for partner participation in
WREP. At a minimum, the agreement
will address:

(a) The role of the partner;

(b) The role of NRCS;

(c) The format and frequency of
reports that is required as a condition of
the agreement;

(d) The Plan of Work and budget to
identify other funding sources (if
applicable) for financial or technical
assistance;

(e) The specified project schedule and
timeframe;

(f) Whether the agreement will serve
as an obligating document or whether
funds will be obligated under a separate
agreement with the partner or with a
third party; and

(g) Other requirements deemed
necessary by NRCS to achieve purposes
of the WRP.

Landowner Application

Landowners must meet the eligibility
requirements of WRP, as published in 7
CFR part 1467. Landowners interested
in participating may apply for
designated WREP funds at their local
service center after WREP proposals are
selected. In FY 2012, NRCS will make
WREP funds available to eligible
landowners to enroll land under a
permanent easement, a 30-year
easement, a 30-year contract on acreage
owned by Indian Tribes, or through a
Restoration Agreement.

NRCS and the partner may assist
landowners in determining whether the
application is appropriate for WREP
depending on the wetland protection,
restoration, and enhancement activities
that the applicant seeks to install or
perform.

Signed the 22nd day of December, 2011, in
Washington, DC.

Dave White,

Vice President, Commodity Credit
Corporation and Chief, Natural Resources
Conservation Service.

[FR Doc. 2011-33692 Filed 12—30-11; 8:45 am]
BILLING CODE 3410-16-P

DEPARTMENT OF COMMERCE

International Trade Administration
[A-570-863]

Honey From the People’s Republic of
China: Preliminary Rescission of the
Administrative Review

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

SUMMARY: The Department of Commerce
(“Department”) is conducting the
administrative review of the
antidumping duty order on honey from
the People’s Republic of China (“PRC”)
for the period of review (“POR”)
December 1, 2009, to November 30,
2010. As discussed below, we have
preliminarily determined to rescind this
administrative review because we have
found the sales made by Dongtai Peak
Honey Industry Co., Ltd. (“Dongtai
Peak’’) that entered during the POR
were not bona fide.
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DATES: Effective Date: January 3, 2012.
FOR FURTHER INFORMATION CONTACT:
Catherine Bertrand, telephone: (202)
482-3207, or Josh Startup, telephone:
(202) 482-5260; AD/CVD Operations,
Office 9, Import Administration,
International Trade Administration,
U.S. Department of Commerce, 14th
Street and Constitution Avenue NW.,
Washington, DC 20230.

Background

The Department received timely
requests from Petitioners ! and Dongtai
Peak, a Chinese producer and exporter
of honey, in accordance with 19 CFR
351.213(b), during the anniversary
month of December, to conduct a review
of honey exporters from the PRC. On
January 28, 2011, the Department
initiated this review with respect to all
60 requested companies.2

On February 7, 2011, Mongolia Altin
Bee-Keeping Co., Ltd., Suzhou Shanding
Honey Product Co., Ltd., and Wuhu
Fenglian Co., Ltd. submitted a letter
certifying they had no shipments during
the POR and requesting the Department
rescind this review with respect to each
of them.3 On February 24, 2011,
Petitioners withdrew the request for
review for all companies requested
except for Dongtai Peak. On March 9,
2011, the Department published a notice
of partial rescission in the Federal
Register for all of the companies for
which the request for review was
withdrawn.? Dongtai Peak remains the
only company subject to this review. On
August 4, 2011, the Department
published a notice extending the time
period for issuing the preliminary
results by 120 days to December 31,
2011.5

Respondent Selection

Section 777A(c)(1) of the Act directs
the Department to calculate individual
dumping margins for each known
exporter or producer of the subject
merchandise.® However, section

1The American Honey Producers Association and
Sioux Honey Association, collectively
“Petitioners.”

2 See Initiation of Antidumping and
Countervailing Duty Administrative Reviews, 76 FR
5137 (January 28, 2011) (“Initiation Notice”).

3Companies have the opportunity to submit
statements certifying that they did not ship the
subject merchandise to the United States during the
POR.

4 See Honey from the People’s Republic of China:
Partial Rescission of Antidumping Duty
Administrative Review, 76 FR 12940 (March 9,
2011).

5 See Ninth Administrative Review of Honey From
the People’s Republic of China: Extension of Time
Limit for the Preliminary Results, 76 FR 47238
(August 4, 2011).

6 See also 19 CFR 351.204(c) regarding
respondent selection, in general.

777A(c)(2) of the Act gives the
Department discretion to limit its
examination to a reasonable number of
exporters or producers, if it is not
practicable to examine all exporters or
producers for which the review is
initiated.

On January 21, 2011, the Department
released CBP data for entries of the
subject merchandise during the POR
under administrative protective order
(“APQ”) to all interested parties having
access to materials released under APO
inviting comments regarding the CBP
data and respondent selection. The
Department did not receive any
comments on the CBP data.

On February 16, 2011, the Department
selected Dongtai Peak as the only
mandatory respondent.” As noted
above, Mongolia Altin Bee-Keeping Co.,
Ltd., Suzhou Shanding Honey Product
Co., Ltd., and Wuhu Fenglian Co., Ltd.
submitted a letter certifying they had no
shipments during the POR and are no
longer subject to this review. As
discussed below, Petitioners have
alleged that Dongtai Peak’s sales were
non-bona fide transactions,? and
therefore did not provide a reasonable
or reliable basis for the Department to
calculate a dumping margin.

Separate Rates

In the Initiation Notice, the
Department notified parties of the
application process by which exporters
and producers may obtain separate rate
status in NME reviews.® Other than
Dongtai Peak’s Section A portion of the
questionnaire response filed on March
16, 2011, no companies submitted a
separate rate application or certification.

Questionnaires

On February 25, 2011, the Department
issued its initial non-market economy
(“NME”) antidumping duty
questionnaire to the mandatory
respondent Dongtai Peak. Dongtai Peak
timely responded to the Department’s
initial and subsequent supplemental
questionnaires between February and
December 2011.10

7 See Memorandum to James Doyle, Director, AD/
CVD Operations, Office 9, from Josh Startup,
International Trade Analyst, Office 9; Selection of
Respondents for the Antidumping Review Honey
from the People’s Republic of China (“PRC"), dated
February 16, 2011.

8 See, e.g., Petitioners’ submissions received on
August 1, 2011, October 14, 2011, and November
21, 2011.

9 See Initiation Notice.

10 While the Department continued to receive
submissions from both Petitioners and Dongtai Peak
through December, we were unable to take
submissions submitted on or after December 13,
2011, into consideration for these preliminary
results due to the close proximity to statutory
deadlines. Submissions received on or after

Period of Review

The POR is December 1, 2009,
through November 30, 2010.

Scope of the Order

The products covered by the order are
natural honey, artificial honey
containing more than 50 percent natural
honey by weight, preparations of natural
honey containing more than 50 percent
natural honey by weight and flavored
honey. The subject merchandise
includes all grades and colors of honey
whether in liquid, creamed, comb, cut
comb, or chunk form, and whether
packaged for retail or in bulk form.

The merchandise subject to the order
is currently classifiable under
subheadings 0409.00.00, 1702.90.90 and
2106.90.99 of the Harmonized Tariff
Schedule of the United States
(“HTSUS”). Although the HTSUS
subheadings are provided for
convenience and customs purposes, the
Department’s written description of the
merchandise under the order is
dispositive.

Bona Fide Analysis

In this administrative review,
Petitioners alleged that the sales of
Dongtai Peak were non-bona fide.
Therefore, because there was an
allegation regarding the bona fide nature
of these sales the Department undertook
that analysis in this review. Where all
of the sales in a review are deemed as
non-bona fide commercial transactions,
this must end the review.1? To
determine whether a sale in a review is
unrepresentative or extremely
distortive, and therefore excludable as
non-bona fide, the Department employs
a totality of the circumstances test.12 In
examining the totality of the
circumstances, the Department looks to
whether or not the transaction is
“commercially unreasonable” or
“atypical.” 13 Atypical or non-typical in
this context means unrepresentative of a
normal business practice.14

December 13, 2011, will be taken into consideration
for the final results.

11 See Tianjin Tiancheng Pharmaceutical Co.,
Ltd. v. United States, 366 F. Supp. 2d 1246, 1249
(CIT 2005) (“TTPC”).

12 See Glycine From The People’s Republic of
China: Rescission of Antidumping Duty New
Shipper Review of Hebei New Donghua Amino Acid
Co., Ltd., 69 FR 47405, 47406 (August 5, 2004).

13 See Freshwater Crawfish Tail Meat from the
People’s Republic of China: Notice of Final Results
of Antidumping Duty New Shipper Review, and
Final Rescission of Antidumping Duty New Shipper
Review, 68 FR 1439, 1440 (January 10, 2003).

14 See Hebei New Donghua Amino Acid Co., Ltd.
v. United States, 374 F. Supp. 2d 1333, 1339 (CIT
2005) (“New Donghua”), citing Windmill Int’] Pte.,
Ltd. v. United States, 193 F. Supp. 2d 1303, 1313
(CIT 2002) (“Windmill”’); see also TTPC, 366 F.
Supp. 2d at 1249-50.
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The Department examines the bona
fide nature of a sale on a case-by-case
basis, and the analysis may vary with
the facts surrounding each sale.1® In
TTPC, the court affirmed the
Department’s practice of considering
that “any factor which indicates that the
sale under consideration is not likely to
be typical of those which the producer
will make in the future is relevant,” 16
and found that ““the weight given to
each factor investigated will depend on
the circumstances surrounding the
sale.” 17 The Court stated that the
Department’s practice makes clear that
the Department is highly likely to
examine objective, verifiable factors to
ensure that a sale is not being made to
circumvent an antidumping duty
order.18 Thus, a respondent is on notice
that it is unlikely to establish the bona
fides of a sale merely by claiming to
have sold in a manner representative of
its future commercial practice.1®

In evaluating whether sales subject to
review are commercially reasonable,
and therefore bona fide, the Department
normally considers a number of factors
such as: (1) The timing of the sale; (2)
the price and quantity; (3) the expenses
arising from the transaction; (4) whether
the goods were resold at a profit; and (5)
whether the transaction was made on an
arms-length basis; 20 (6) as well as the
business practices of the importer and
U.S. customers.2! In this case and as
further discussed below, the Department
determines that the business practices of
the importer and U.S. customer are so
atypical and unusual that no other
factors need to be analyzed.

When performing its bona fide
analysis, the Department reviews the
circumstances surrounding a
respondent’s sales of subject
merchandise that entered the United
States during the POR.22 Concurrent
with this notice, we are issuing a
business proprietary memorandum 23

15 See New Donghua, 374 F. Supp. 2d at 1340,
n.5, citing TTPC, 366 F. Supp. 2d at 1260, and
Certain Preserved Mushrooms From the People’s
Republic of China: Final Results and Partial
Rescission of the New Shipper Review and Final
Results and Partial Rescission of the Third
Antidumping Duty Administrative Review, 68 FR
41304 (July 11, 2003), and accompanying Issues and
Decision Memorandum at Comment 2.

16 See TTPC, 366 F. Supp. 2d at 1250.

17 See id. at 1263.

18 See New Donghua, 374 F. Supp. 2d at 1339.

19 See id.

20 See TTPC, 366 F. Supp. 2d at 1250.

21 See New Donghua, 374 F. Supp. 2d at 1343—
44,

22 See Dongtai Peak’s Sections C and D
Questionnaire Response, submitted April 4, 2011, at
C-1.

23 See Memorandum to the File from Josh Startup,
International Trade Analyst, through Catherine
Bertrand, Program Manager, to James C. Doyle,

detailing our analysis of the bona fides
of Dongtai Peak’s U.S. entries and our
preliminary decision to rescind the
administrative review of Dongtai Peak
based on the totality of the
circumstances of its sales, because much
of the information relied upon by the
Department to analyze the bona fides
issue is business proprietary. The
Department determined that the sales
made by Dongtai Peak were not bona
fide for the following reasons: (1) The
ultimate disposition of the honey is
unknown, and no documentation was
produced to demonstrate its status; (2)
the licensing inconsistencies of the U.S.
importer and its resale customer; and (3)
the unusual channels of trade which the
honey entered following its importation.
Therefore, we preliminarily find that
Dongtai Peak’s sales that entered the
United States during the POR are not
bona fide commercial transactions, and
that Dongtai Peak’s sales entering the
United States during the POR do not
provide a reasonable or reliable basis for
calculating a dumping margin.

Preliminary Determination To Rescind

As discussed above,2* we
preliminarily determine that Dongtai
Peak’s U.S. sales were not bona fide
commercial transactions; accordingly,
Dongtai Peak has not met the
requirements to qualify for an
administrative review during the POR.
Therefore, the Department is
preliminarily rescinding this review
with respect to Dongtai Peak because
Dongtai Peak has no reviewable entries
during the POR.25

Public Hearing

Interested parties may submit case
briefs and/or written comments no later
than 30 days after the date of
publication of these preliminary results
of review.26 Rebuttal briefs and rebuttals
to written comments, limited to issues
raised in such briefs or comments may
be filed no later than five days after the
deadline for filing case briefs.27 Parties
who submit case briefs or rebuttal briefs
in this proceeding are requested to
submit with each argument: (1) A
statement of the issue; (2) a brief

Director, regarding “Antidumping Duty
Administrative Review of Honey from the People’s
Republic of China: Bona Fide Analysis of Sales
Under Review for Dongtai Peak Honey Industry Co.,
Ltd.,” dated concurrently with this notice (“Dongtai
Bona Fides Memo”’).

24 See also Dongtai Bona Fides Memo.

25 See TTPC, 366 F. Supp. 2d at 1249
(“{P}ursuant to the rulings of the Court, Commerce
may exclude sales from the export price calculation
where it finds that they are not bona fide”).

26 See 19 CFR 351.309(c)(ii).

27 See 19 CFR 351.309(d).

summary of the argument; and (3) a
table of authorities.28

In accordance with 19 CFR
351.301(c)(3)(ii), for the final results of
this administrative review, interested
parties may submit publicly available
information to value factors of
production (“FOPs”’) within 20 days
after the date of publication of these
preliminary results. Interested parties
must provide the Department with
supporting documentation for the
publicly available information to value
each FOP. Any interested party may
request a hearing within 30 days of
publication of this notice.29 Hearing
requests should contain the following
information: (1) The party’s name,
address, and telephone number; (2) the
number of participants; and (3) a list of
the issues to be discussed. Oral
presentations will be limited to issues
raised in the briefs.3° The Department
will issue the final results of this
administrative review, including the
results of its analysis of the issues raised
in any written briefs, not later than 120
days after the date of publication of this
notice, pursuant to section 751(a)(3)(A)
of the Act.

Assessment Rates

Upon issuance of the final results, the
Department will determine, and CBP
shall assess, antidumping duties on all
appropriate entries covered by this
review. For the companies receiving a
separate rate that were not selected for
individual review, we will assign an
assessment rate based on rates
calculated in previous reviews. Due to
the fact that this review of Dongtai Peak
is preliminarily rescinded, if this
preliminary rescission is adopted in our
final results of review, Dongtai Peak’s
antidumping duties shall be assessed at
rates equal to the cash deposit of
estimated antidumping duties required
at the time of entry, or withdrawal from
warehouse, for consumption, in
accordance with 19 CFR 351.212(c)(2).
The Department intends to issue
appropriate assessment instructions
directly to CBP 15 days after publication
of the final results of this review.

Notification to Importers

This notice also serves as a
preliminary reminder to importers of
their responsibility under 19 CFR
351.402(f)(2) to file a certificate
regarding the reimbursement of
antidumping duties prior to liquidation
of the relevant entries during this
review period. Failure to comply with

28 See 19 CFR 351.309(c) and (d).
29 See 19 CFR 351.310(c)
30 See 19 CFR 351.310(d)
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this requirement could result in the
Secretary’s presumption that
reimbursement of antidumping duties
occurred and the subsequent assessment
of double antidumping duties.

This determination is issued and
published in accordance with sections
751(a)(1) and 777(i)(1) of the Act and 19
CFR 351.221(b)(4).

Dated: December 23, 2011.
Christian Marsh,

Acting Assistant Secretary for Import
Administration.

[FR Doc. 2011-33669 Filed 12—-30-11; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE

International Trade Administration
[A-583-844]

Correction to Initiation of 2010-2011
Antidumping Duty Administrative
Review: Narrow Woven Ribbons With
Woven Selvedge From Taiwan

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

DATES: EFFECTIVE DATE: January 3, 2012.
FOR FURTHER INFORMATION CONTACT:
Hector Rodriguez or Holly Phelps, AD/
CVD Operations, Office 2, Import
Administration, International Trade
Administration, U.S. Department of
Commerce, 14th Street and Constitution
Avenue NW., Washington, DC 20230;
telephone: (202) 482—-0629 and (202)
482-0656, respectively.
SUPPLEMENTARY INFORMATION:

Correction: On October 31, 2011, the
Department of Commerce published its
initiation of an administrative review of
the antidumping duty order covering
narrow woven ribbons with woven
selvedge (narrow woven ribbons) from
Taiwan. See Initiation of Antidumping
and Countervailing Duty Administrative
Reviews and Request for Revocation in
Part, 76 FR 67133, 67138 (Oct. 31,
2011). The period of review is
September 1, 2010, through August 31,
2011.

Subsequent to the publication of the
initiation of this segment of the
proceeding in the Federal Register, we
identified four inadvertent errors in the
initiation notice. Three companies had
typographical errors in their names:
FinerRibbon.com, shown as
FinerRibbons.com; Shienq Huong
Enterprise Co., Ltd., shown as Shieng
Huong Enterprise Co., Ltd.; and
Hubschercorp, shown as Hubs Hsien
Chan Enterprise Co., Ltd. In addition,
one company was omitted in error (i.e.,
Intercontinental Skyline). This notice

serves as a correction to the list of
companies under review in the above-
referenced proceeding. The initiation of
the administrative review of narrow
woven ribbons from Taiwan is correct
and remains unchanged.

This correction is issued and
published in accordance with section
777() of the Tariff Act of 1930, as
amended.

Dated: December 21, 2011.
Gary Taverman,

Acting Deputy Assistant Secretary for
Antidumping and Countervailing Duty
Operations.

[FR Doc. 2011-33670 Filed 12-30-11; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE
International Trade Administration

Oregon State University, et al.; Notice
of Consolidated Decision on
Applications for Duty-Free Entry of
Electron Microscope

This is a decision consolidated
pursuant to Section 6(c) of the
Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub.
L. 89-651, as amended by Pub. L. 106—
36; 80 Stat. 897; 15 CFR part 301).
Related records can be viewed between
8:30 a.m. and 5 p.m. in Room 3720, U.S.
Department of Commerce, 14th and
Constitution Avenue NW., Washington,
DC.

Docket Number: 11-067. Applicant:
Oregon State University, Corvallis, OR.
97331. Instrument: Electron Microscope.
Manufacturer: FEI Co., the Netherlands.
Intended Use: See notice at 76 FR
74045, November 30, 2011.

Docket Number: 11-068. Applicant:
Regents of the University of California at
Riverside, Riverside, CA 92521-0411.
Instrument: Electron Microscope.
Manufacturer: FEI Co., the Netherlands.
Intended Use: See notice at 76 FR
74045, November 30, 2011.

Docket Number: 11-069. Applicant:
U.S. Food and Drug Administration,
Silver Spring, MD 20903. Instrument:
Electron Microscope. Manufacturer:
JEOL, Ltd., Japan. Intended Use: See
notice at 76 FR 74045, November 30,
2011.

Comments: None received. Decision:
Approved. No instrument of equivalent
scientific value to the foreign
instrument, for such purposes as this
instrument is intended to be used, is
being manufactured in the United States
at the time the instrument was ordered.
Reasons: Each foreign instrument is an
electron microscope and is intended for

research or scientific educational uses
requiring an electron microscope. We
know of no electron microscope, or any
other instrument suited to these
purposes, which was being
manufactured in the United States at the
time of order of each instrument.

Dated: December 22, 2011.
Gregory W. Campbell,

Director, Subsidies Enforcement Office,
Import Administration.

[FR Doc. 2011-33679 Filed 12—30-11; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE

International Trade Administration
[C-570-942]

Certain Kitchen Appliance Shelving
and Racks From the People’s Republic
of China: Extension of Time Limit for
the Final Results of the Countervailing
Duty Administrative Review

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

FOR FURTHER INFORMATION CONTACT:
Jennifer Meek at (202) 482—-2778; AD/
CVD Operations, Office 1, Import
Administration, International Trade
Administration, U.S. Department of
Commerce, 14th Street and Constitution
Avenue NW, Washington, DC 20230.

SUPPLEMENTARY INFORMATION:
Background

On October 7, 2011, the Department
of Commerce (‘“Department”’) published
the preliminary results of the
administrative review of the
countervailing duty order on certain
kitchen appliance shelving and racks
from the People’s Republic of China,
covering the period January 7, 2009,
through December 31, 2009. See Certain
Kitchen Appliance Shelving and Racks
From the People’s Republic of China:
Preliminary Results of the
Countervailing Duty Administrative
Review, 76 FR 62364 (October 7, 2011)
(“Preliminary Results”). In the
Preliminary Results we stated that we
would issue our final results for the
countervailing duty administrative
review no later than 120 days after the
date of publication of the Preliminary
Results. See Preliminary Results, 76 FR
at 62373.

Statutory Time Limits

Section 751(a)(3)(A) of the Tariff Act
of 1930, as amended (“the Act”),
requires the Department to issue the
final results of an administrative review
within 120 days of the publication of
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the Preliminary Results. If it is not
practicable to complete the review
within the time period, section
751(a)(3)(A) of the Act allows the
Department to extend this deadline to a
maximum of 180 days.

Extension of Time Limits for Final
Results

The Department has determined that
completion of the final results of this
review within the original time period
(i.e., by February 4, 2012) is not
practicable. The Department needs
additional time to conduct a post-
preliminary analysis of certain subsidy
programs. See Preliminary Results, 76
FR at 62370, 62372. Therefore, the
Department is extending the time limit
for completion of the final results to not
later than April 4, 2012, which is 180
days from the date of publication of the
Preliminary Results, in accordance with
section 751(a)(3)(A) of the Act.

We are issuing and publishing this
notice in accordance with sections
751(a) and 777(1)(1) of the Act.

Dated: December 27, 2011.
Gary Taverman,

Acting Deputy Assistant Secretary for
Antidumping and Countervailing Duty
Operations.

[FR Doc. 2011-33672 Filed 12-30-11; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE
International Trade Administration

Antidumping or Countervailing Duty
Order, Finding, or Suspended
Investigation; Opportunity To Request
Administrative Review

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

FOR FURTHER INFORMATION CONTACT:
Brenda E. Waters, Office of AD/CVD
Operations, Customs Unit, Import
Administration, International Trade
Administration, U.S. Department of
Commerce, 14th Street and Constitution
Avenue NW., Washington, DC 20230,
telephone: (202) 482—-4735.

Background

Each year during the anniversary
month of the publication of an
antidumping or countervailing duty
order, finding, or suspended
investigation, an interested party, as
defined in section 771(9) of the Tariff
Act of 1930, as amended (“the Act”),
may request, in accordance with 19 CFR
351.213, that the Department of
Commerce (“‘the Department”) conduct
an administrative review of that

antidumping or countervailing duty
order, finding, or suspended
investigation.

All deadlines for the submission of
comments or actions by the Department
discussed below refer to the number of
calendar days from the applicable
starting date.

Respondent Selection

In the event the Department limits the
number of respondents for individual
examination for administrative reviews
initiated pursuant to requests made for
the orders identified below, except for
the review of the antidumping duty
order on Wooden Bedroom Furniture
from the People’s Republic of China (A-
570-890), the Department intends to
select respondents based on U.S.
Customs and Border Protection (“‘CBP”’)
data for U.S. imports during the period
of review. We intend to release the CBP
data under Administrative Protective
Order (“APO”) to all parties having an
APO within five days of publication of
the initiation notice and to make our
decision regarding respondent selection
within 21 days of publication of the
initiation Federal Register notice.
Therefore, we encourage all parties
interested in commenting on respondent
selection to submit their APO
applications on the date of publication
of the initiation notice, or as soon
thereafter as possible. The Department
invites comments regarding the CBP
data and respondent selection within
five days of placement of the CBP data
on the record of the review.

If the Department limits the number
of respondents selected for individual
examination in the administrative
review of the antidumping duty order
on Wooden Bedroom Furniture from the
People’s Republic of China (A-570-
890), it intends to select respondents
based on volume data contained in
responses to quantity and value
questionnaires. Further, the Department
intends to limit the number of quantity
and value questionnaires issued in the
wooden bedroom furniture review based
on CBP data for U.S. imports classified
under the Harmonized Tariff Schedule
of the United States (“HTSUS”)
headings identified in the scope of the
order. Since the units used to measure
import quantities are not consistent for
the HTSUS headings identified in the
scope of the order on Wooden Bedroom
Furniture from the People’s Republic of
China, the Department will limit the
number of quantity and value
questionnaires issued based on the
import values in the CBP data as a proxy
for import quantities. Parties subject to
the review to which the Department
does not send a quantity and value

questionnaire may file a response to the
quantity and value questionnaire by the
applicable deadline if they desire to be
included in the pool of companies from
which the Department will select
mandatory respondents. Additionally,
exporters subject to the review to which
the Department does not send a quantity
and value questionnaire may file a
separate rate application or separate rate
certification, as appropriate, by the
applicable deadline without filing a
response to the quantity and value
questionnaire.

In the event the Department decides
it is necessary to limit individual
examination of respondents and
conduct respondent selection under
section 777A(c)(2) of the Act:

In general, the Department has found
that determinations concerning whether
particular companies should be
“collapsed” (i.e., treated as a single
entity for purposes of calculating
antidumping duty rates) require a
substantial amount of detailed
information and analysis, which often
require follow-up questions and
analysis. Accordingly, the Department
will not conduct collapsing analyses at
the respondent selection phase of this
review and will not collapse companies
at the respondent selection phase unless
there has been a determination to
collapse certain companies in a
previous segment of this antidumping
proceeding (i.e., investigation,
administrative review, new shipper
review or changed circumstances
review). For any company subject to this
review, if the Department determined,
or continued to treat, that company as
collapsed with others, the Department
will assume that such companies
continue to operate in the same manner
and will collapse them for respondent
selection purposes. Otherwise, the
Department will not-collapse companies
for purposes of respondent selection.
Parties are requested to (a) identify
which companies subject to review
previously were collapsed, and (b)
provide a citation to the proceeding in
which they were collapsed. Further, if
companies are requested to complete
the Quantity and Value Questionnaire
for purposes of respondent selection, in
general each company must report
volume and value data separately for
itself. Parties should not include data
for any other party, even if they believe
they should be treated as a single entity
with that other party. If a company was
collapsed with another company or
companies in the most recently
completed segment of this proceeding
where the Department considered
collapsing that entity, complete quantity
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and value data for that collapsed entity
must be submitted.

when the Department will exercise its
discretion to extend this 90-day
deadline, interested parties are advised
that, with regard to reviews requested
on the basis of anniversary months on
or after January 2012, the Department
does not intend to extend the 90-day
deadline unless the requestor
demonstrates that an extraordinary
circumstance has prevented it from
submitting a timely withdrawal request.
Determinations by the Department to
extend the 90-day deadline will be
made on a case-by-case basis.

Deadline for Withdrawal of Request for
Administrative Review

Pursuant to 19 CFR 351.213(d)(1), a
party that has requested a review may
withdraw that request within 90 days of
the date of publication of the notice of
initiation of the requested review. The
regulation provides that the Department
may extend this time if it is reasonable
to do so. In order to provide parties
additional certainty with respect to

The Department is providing this
notice on its Web site, as well as in its
“Opportunity to Request Administrative
Review” notices, so that interested
parties will be aware of the manner in
which the Department intends to
exercise its discretion in the future.

Opportunity To Request a Review: Not
later than the last day of January 20121
interested parties may request
administrative review of the following
orders, findings, or suspended
investigations, with anniversary dates in
January for the following periods:

Period of review

Antidumping Duty Proceedings

Brazil: Prestressed Concrete Steel Wire Strand, A-351-837
India: Prestressed Concrete Steel Wire Strand, A—53B—828 ..........ccuuuiiiiiiiiiiiiiiiee ettt e e e e e e e e e e et e e e e e e e eetreaeeeee s
Mexico: Prestressed Concrete Steel Wire Strand, A—201-831 ..
South Africa: Ferrovanadium, A—791-815 .......ccccceieiiiiiiieee e
Republic of Korea: Prestressed Concrete Steel Wire Strand, A—580-852
Thailand: Prestressed Concrete Steel Wire Strand, A—583\814 ........oeiiiiiiiiiiiiee e e e e e e e e e e eaae e e e e e e e eareeeeaaean
The People’s Republic of China:

Crepe Paper Products, A—570—895 ...ttt ettt ettt e bt st e et e e ee bt e e bt e et e be e e bt e b e e e n e nar et e nans

FerrovanadiUm, A—S70—873 .......ooii i iiiiieieee i ittt e e e e et eeeeeeea e taeeeeaeseaaaaesaeeaaaeaaasssteeataeeaaansaaaeeeeeeaaanstaeeeeaeeaannnrareeeeeeaannnnreen

Folding Gift Boxes, A-570-866

Potassium Permanganate, A-570-001 ......

Wooden Bedroom Furniture, A—570-890

Countervailing Duty Proceedings

The People’s Republic of China: Certain Oil Country Tubular Goods, C-570-944 ....
Circular Welded Carbon Quality Steel Line Pipe, C—570—936 ..........cccoiriiiirieiierieieneeee st snes

Suspension Agreements

Mexico: Fresh Tomatoes, A—201-820

1/1/11-12/31/11
1/1/11-12/31/11
1/1/11-12/31/11
1/1/11-12/31/11
1/1/11-12/31/11
1/1/11-12/31/11

1/1/11-12/31/11
1/1/11-12/31/11
1/1/11-12/31/11
1/1/11-12/31/11
1/1/11-12/31/11

1/1/11-12/31/11
1/1/11-12/31/11

1/1/11-12/31/11

Russia: Certain Cut-To-Length Carbon Steel Plate, A-821-808

1/1/11-12/31/11

In accordance with 19 CFR
351.213(b), an interested party as
defined by section 771(9) of the Act may
request in writing that the Secretary
conduct an administrative review. For
both antidumping and countervailing
duty reviews, the interested party must
specify the individual producers or
exporters covered by an antidumping
finding or an antidumping or
countervailing duty order or suspension
agreement for which it is requesting a
review. In addition, a domestic
interested party or an interested party
described in section 771(9)(B) of the Act
must state why it desires the Secretary
to review those particular producers or
exporters.2 If the interested party
intends for the Secretary to review sales
of merchandise by an exporter (or a
producer if that producer also exports
merchandise from other suppliers)
which were produced in more than one
country of origin and each country of
origin is subject to a separate order, then
the interested party must state

10r the next business day, if the deadline falls
on a weekend, federal holiday or any other day
when the Department is closed.

specifically, on an order-by-order basis,
which exporter(s) the request is
intended to cover.

Please note that, for any party the
Department was unable to locate in
prior segments, the Department will not
accept a request for an administrative
review of that party absent new
information as to the party’s location.
Moreover, if the interested party who
files a request for review is unable to
locate the producer or exporter for
which it requested the review, the
interested party must provide an
explanation of the attempts it made to
locate the producer or exporter at the
same time it files its request for review,
in order for the Secretary to determine
if the interested party’s attempts were
reasonable, pursuant to 19 CFR
351.303()(3)(ii).

As explained in Antidumping and
Countervailing Duty Proceedings:
Assessment of Antidumping Duties, 68
FR 23954 (May 6, 2003), the Department
has clarified its practice with respect to

21f the review request involves a non-market
economy and the parties subject to the review
request do not qualify for separate rates, all other
exporters of subject merchandise from the non-

the collection of final antidumping
duties on imports of merchandise where
intermediate firms are involved. The
public should be aware of this
clarification in determining whether to
request an administrative review of
merchandise subject to antidumping
findings and orders. See also the Import
Administration web site at http://
ia.ita.doc.gov.

All requests must be filed
electronically in Import
Administration’s Antidumping and
Countervailing Duty Centralized
Electronic Service System (“IA
ACCESS”’) on the IA ACCESS Web site
at http://iaaccess.trade.gov. See
Antidumping and Countervailing Duty
Proceedings: Electronic Filing
Procedures; Administrative Protective
Order Procedures, 76 FR 39263, (July 6,
2011). Further, in accordance with 19
CFR 351.303(f)(1)(i), a copy of each
request must be served on the petitioner
and each exporter or producer specified
in the request.

market economy country who do not have a
separate rate will be covered by the review as part
of the single entity of which the named firms are
a part.


http://iaaccess.trade.gov
http://ia.ita.doc.gov
http://ia.ita.doc.gov
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The Department will publish in the
Federal Register a notice of “Initiation
of Administrative Review of
Antidumping or Countervailing Duty
Order, Finding, or Suspended
Investigation” for requests received by
the last day of January 2012. If the
Department does not receive, by the last
day of January 2012, a request for
review of entries covered by an order,
finding, or suspended investigation
listed in this notice and for the period
identified above, the Department will
instruct CBP to assess antidumping or
countervailing duties on those entries at
a rate equal to the cash deposit of (or
bond for) estimated antidumping or
countervailing duties required on those
entries at the time of entry, or
withdrawal from warehouse, for
consumption and to continue to collect
the cash deposit previously ordered.

For the first administrative review of
any order, there will be no assessment
of antidumping or countervailing duties
on entries of subject merchandise
entered, or withdrawn from warehouse,
for consumption during the relevant
provisional-measures “gap” period, of
the order, if such a gap period is
applicable to the period of review.

This notice is not required by statute

but is published as a service to the
international trading community.

Dated: December 14, 2011.
Christian Marsh,

Deputy Assistant Secretary for Antidumping
and Countervailing Duty Operations.

[FR Doc. 2011-33678 Filed 12-30-11; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE
International Trade Administration

Initiation of Five-Year (“Sunset”)
Review

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

SUMMARY: In accordance with section
751(c) of the Tariff Act of 1930, as
amended (‘“‘the Act”), the Department of
Commerce (“the Department”) is
automatically initiating a five-year
review (“Sunset Review”’) of the
antidumping and countervailing duty
orders listed below. The International
Trade Commission (‘‘the Commission’)
is publishing concurrently with this
notice its notice of Institution of Five-
Year Review which covers the same
orders.

DATES: Effective Date: January 3, 2012.
FOR FURTHER INFORMATION CONTACT: The

Department official identified in the
Initiation of Review section below at

AD/CVD Operations, Import
Administration, International Trade
Administration, U.S. Department of
Commerce, 14th Street and Constitution
Avenue NW, Washington, DC 20230.
For information from the Commission
contact Mary Messer, Office of
Investigations, U.S. International Trade
Commission at (202) 205-3193.

SUPPLEMENTARY INFORMATION:
Background

The Department’s procedures for the
conduct of Sunset Reviews are set forth
in its Procedures for Conducting Five-
Year (“Sunset”’) Reviews of
Antidumping and Countervailing Duty
Orders, 63 FR 13516 (March 20, 1998)
and 70 FR 62061 (October 28, 2005).
Guidance on methodological or
analytical issues relevant to the
Department’s conduct of Sunset
Reviews is set forth in the Department’s
Policy Bulletin 98.3—Policies Regarding
the Conduct of Five-Year (“Sunset”)
Reviews of Antidumping and
Countervailing Duty Orders: Policy
Bulletin, 63 FR 18871 (April 16, 1998).

Initiation of Review

In accordance with 19 CFR
351.218(c), we are initiating the Sunset
Review of the following antidumping
and countervailing duty orders:

DOC Case No. ITC Case No. Country Product Department contact
A-428-815 ....... 731-TA-616 ..... Germany ........... Corrosion-Resistant Carbon Steel Flat Products (3rd Re- | Dana Mermelstein (202)
view). 482-139.
A-580-816 ....... 731-TA-618 ..... South Korea ..... Corrosion-Resistant Carbon Steel Flat Products (3rd Re- | David Goldberger (202)
view). 482-4136.
C-580-818 ....... 701-TA-350 ..... South Korea ..... Corrosion-Resistant Carbon Steel Flat Products (3rd Re- | David Goldberger (202)
view). 482-4136.

Filing Information

As a courtesy, we are making
information related to Sunset
proceedings, including copies of the
pertinent statue and Department’s
regulations, the Department schedule
for Sunset Reviews, a listing of past
revocations and continuations, and
current service lists, available to the
public on the Department’s Internet
Web site at the following address:
“http://ia.ita.doc.gov/sunset/.” All
submissions in these Sunset Reviews
must be filed in accordance with the
Department’s regulations regarding
format, translation, and service of
documents. These rules can be found at
19 CFR 351.303.

This notice serves as a reminder that
any party submitting factual information
in an AD/CVD proceeding must certify
to the accuracy and completeness of that
information. See section 782(b) of the

Act. Parties are hereby reminded that
revised certification requirements are in
effect for company/government officials
as well as their representatives in all
AD/CVD investigations or proceedings
initiated on or after March 14, 2011. See
Certification of Factual Information to
Import Administration During
Antidumping and Countervailing Duty
Proceedings: Interim Final Rule, 76 FR
7491 (February 10, 2011) (“Interim Final
Rule”) amending 19 CFR 351.303(g)(1)
and (2) and supplemented by
Certification of Factual Information To
Import Administration During
Antidumping and Countervailing Duty
Proceedings: Supplemental Interim
Final Rule, 76 FR 54697 (September 2,
2011). The formats for the revised
certifications are provided at the end of
the Interim Final Rule. The Department
intends to reject factual submissions if
the submitting party does not comply

with the revised certification
requirements.

Pursuant to 19 CFR 351.103(d), the
Department will maintain and make
available a service list for these
proceedings. To facilitate the timely
preparation of the service list(s), it is
requested that those seeking recognition
as interested parties to a proceeding
contact the Department in writing
within 10 days of the publication of the
Notice of Initiation.

Because deadlines in Sunset Reviews
can be very short, we urge interested
parties to apply for access to proprietary
information under administrative
protective order (“APO”’) immediately
following publication in the Federal
Register of this notice of initiation by
filing a notice of intent to participate.
The Department’s regulations on
submission of proprietary information
and eligibility to receive access to


http://ia.ita.doc.gov/sunset/
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business proprietary information under
APO can be found at 19 CFR 351.304—
306.

Information Required From Interested
Parties

Domestic interested parties defined in
section 771(9)(C), (D), (E), (F), and (G) of
the Act and 19 CFR 351.102(b) wishing
to participate in a Sunset Review must
respond not later than 15 days after the
date of publication in the Federal
Register of this notice of initiation by
filing a notice of intent to participate.
The required contents of the notice of
intent to participate are set forth at 19
CFR 351.218(d)(1)(ii). In accordance
with the Department’s regulations, if we
do not receive a notice of intent to
participate from at least one domestic
interested party by the 15-day deadline,
the Department will automatically
revoke the order without further review.
See 19 CFR 351.218(d)(1)({ii).

If we receive an order-specific notice
of intent to participate from a domestic
interested party, the Department’s
regulations provide that all parties
wishing to participate in the Sunset
Review must file complete substantive
responses not later than 30 days after
the date of publication in the Federal
Register of this notice of initiation. The
required contents of a substantive
response, on an order-specific basis, are
set forth at 19 CFR 351.218(d)(3). Note
that certain information requirements
differ for respondent and domestic
parties. Also, note that the Department’s
information requirements are distinct
from the Commission’s information
requirements. Please consult the
Department’s regulations for
information regarding the Department’s
conduct of Sunset Reviews.! Please
consult the Department’s regulations at
19 CFR part 351 for definitions of terms
and for other general information
concerning antidumping and
countervailing duty proceedings at the
Department.

This notice of initiation is being
published in accordance with section
751(c) of the Act and 19 CFR 351.218
(c).

1In comments made on the interim final sunset
regulations, a number of parties stated that the
proposed five-day period for rebuttals to
substantive responses to a notice of initiation was
insufficient. This requirement was retained in the
final sunset regulations at 19 CFR 351.218(d)(4). As
provided in 19 CFR 351.302(b), however, the
Department will consider individual requests to
extend that five-day deadline based upon a showing
of good cause.

Dated: December 14, 2011.
Christian Marsh,

Deputy Assistant Secretary for Antidumping
and Countervailing Duty Operations.

[FR Doc. 2011-33674 Filed 12—30-11; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

RIN 0648-XA911

New England Fishery Management
Council; Public Meeting

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

ACTION: Notice; public meeting.

SUMMARY: The New England Fishery
Management Council (Council) is
scheduling a public meeting of its
Habitat/MPA/Ecosystem Committee in
January 2012 to consider actions
affecting New England fisheries in the
exclusive economic zone (EEZ).
Recommendations from this group will
be brought to the full Council for formal
consideration and action, if appropriate.
DATES: This meeting will be held on
Wednesday, January 25, 2012 at 9:30
a.m.

ADDRESSES: This meeting will be held at
the Holiday Inn, 31 Hampshire Street,
Mansfield, MA 02048; telephone: (508)
339-2200; fax: (508) 339—1040.

Council address: New England
Fishery Management Council, 50 Water
Street, Mill 2, Newburyport, MA 01950.
FOR FURTHER INFORMATION CONTACT: Paul
J. Howard, Executive Director, New
England Fishery Management Council;
telephone: (978) 465—-0492.
SUPPLEMENTARY INFORMATION: The
purpose of this meeting is for the
Habitat Committee to recommend
management alternatives discussed on
January 24 for further development and
analysis. As compared to the
roundtable-style format used on the
previous day, this meeting will be
conducted as a formal committee
meeting.

Agenda items include: (1)
Management alternatives related to
deep-sea corals, and (2) management
options related to adverse effects
minimization, including
recommendations about research areas.
For each topic, staff will review
discussion from Day 1, particularly any
suggested modifications. The Committee
will decide on measures to be forwarded
to the Council for analysis in a NEPA

document. Coral management will be
discussed in the morning and adverse
effects management and research areas
will be addressed in the afternoon.

The Committee will also receive a
presentation about the Muskeget
Channel Tidal Energy Project, and may
recommend that the Council submit
comments on this issue.

Although non-emergency issues not
contained in this agenda may come
before this group for discussion, those
issues may not be the subject of formal
action during this meeting. Action will
be restricted to those issues specifically
listed in this notice and any issues
arising after publication of this notice
that require emergency action under
section 305(c) of the Magnuson-Stevens
Act, provided the public has been
notified of the Council’s intent to take
final action to address the emergency.

Special Accommodations

This meeting is physically accessible
to people with disabilities. Requests for
sign language interpretation or other
auxiliary aids should be directed to Paul
J. Howard, Executive Director, at (978)
465-0492, at least 5 days prior to the
meeting date.

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

Dated: December 27, 2011.
Tracey L. Thompson,

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

[FR Doc. 2011-33616 Filed 12—30-11; 8:45 am]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

RIN 0648—-XA910

New England Fishery Management
Council; Public Meeting

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

ACTION: Notice; public meeting.

SUMMARY: The New England Fishery
Management Council (Council) is
scheduling a public meeting of its Joint
Habitat/MPA/Ecosystem Committee and
Advisory Panel (AP) in January 2012 to
consider actions affecting New England
fisheries in the exclusive economic zone
(EEZ). Recommendations from this
group will be brought to the full Council
for formal consideration and action, if
appropriate.

DATES: This meeting will be held on
Tuesday, January 24, 2012, at 9:30 a.m.
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ADDRESSES: This meeting will be held at
the Holiday Inn, 31 Hampshire Street,
Mansfield, MA 02048; telephone: (508)
339-2200; fax: (508) 339—1040.

Council address: New England
Fishery Management Council, 50 Water
Street, Mill 2, Newburyport, MA 01950.

FOR FURTHER INFORMATION CONTACT: Paul
]J. Howard, Executive Director, New
England Fishery Management Council;
telephone: (978) 465—0492.

SUPPLEMENTARY INFORMATION: The
purpose of this meeting is for the
Habitat Committee, Advisory Panel, and
Plan Development Team (PDT)
members, and other interested parties,
to reach a common understanding of the
Omnibus EFH Amendment management
options as currently developed, and to
provide suggestions on how to refine
and improve upon those options.

Agenda items include: (1)
Management alternatives related to
deep-sea corals, and (2) management
options related to adverse effects
minimization, including
recommendations about research areas.
For each topic, Council staff, assisted by
other PDT members as necessary, will
present the range of options and answer
questions, followed by roundtable
discussion between Advisory Panel,
Committee and PDT members. It is
highly recommended that AP and other
participants bring supporting
information regarding suggested
changes to management area boundaries
and associated restrictions. Coral
management will be discussed in the
morning and adverse effects
management and research areas will be
addressed in the afternoon.

Although non-emergency issues not
contained in this agenda may come
before this group for discussion, those
issues may not be the subject of formal
action during this meeting. Action will
be restricted to those issues specifically
listed in this notice and any issues
arising after publication of this notice
that require emergency action under
section 305(c) of the Magnuson-Stevens
Act, provided the public has been
notified of the Council’s intent to take
final action to address the emergency.

Special Accommodations

This meeting is physically accessible
to people with disabilities. Requests for
sign language interpretation or other
auxiliary aids should be directed to Paul
J. Howard, Executive Director, at (978)
465-0492, at least 5 days prior to the
meeting date.

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

Dated: December 27, 2011.
Tracey L. Thompson,

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

[FR Doc. 2011-33615 Filed 12—30-11; 8:45 am]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

RIN 0648—-XA872

Taking of Marine Mammals Incidental
to Specified Activities; U.S. Marine
Corps Training Exercises at Air Station
Cherry Point

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

ACTION: Notice; issuance of incidental
harassment authorization.

SUMMARY: In accordance with the
Marine Mammal Protection Act
(MMPA) regulations, notification is
hereby given that NMFS has issued an
Incidental Harassment Authorization
(IHA) to the U.S. Marine Corps (USMC)
to take marine mammals, by Level B
harassment only, incidental to military
training exercises at Marine Corps Air
Station (MCAS) Cherry Point Range
Complex, North Carolina. The USMC'’s
activities are considered military
readiness activities pursuant to the
MMPA, as amended by the National
Defense Authorization Act (NDAA) for
Fiscal Year 2004.

DATES: Effective January 1, 2012 through
December 31, 2012.

ADDRESSES: A copy of the IHA and the
application are available by writing to
Michael Payne, Chief, Permits,
Conservation and Education Division,
Office of Protected Resources, National
Marine Fisheries Service, 1315 East-
West Highway, Silver Spring, MD
20910-3225, telephoning the contact
listed below (see FOR FURTHER
INFORMATION CONTACT), or visiting the
internet at: http://www.nmfs.noaa.gov/
pr/permits/incidental.htm. The
following associated documents are also
available at the same internet address:
Environmental Assessment MCAS
Cherry Point Range Operations (USMC
2009) and the associated Finding of No
Significant Impact (FONSI). Documents
cited in this notice may also be viewed,
by appointment, during regular business
hours, at the aforementioned address.
FOR FURTHER INFORMATION CONTACT: Ben
Laws, Office of Protected Resources,
NMEFS, (301) 427-8401.

SUPPLEMENTARY INFORMATION:
Background

Sections 101(a)(5)(A) and (D) of the
MMPA (16 U.S.C. 1361 et seq.) direct
the Secretary of Commerce to allow,
upon request, the incidental, but not
intentional, taking of marine mammals
by U.S. citizens who engage in a
specified activity (other than
commercial fishing) if certain findings
are made and regulations are issued or,
if the taking is limited to harassment,
notice of a proposed authorization is
provided to the public for review.

Authorization for incidental takings
may be granted if NMFS finds that the
taking will have a negligible impact on
the species or stock(s), will not have an
unmitigable adverse impact on the
availability of the species or stock(s) for
certain subsistence uses, and if the
permissible methods of taking and
requirements pertaining to the
mitigation, monitoring and reporting of
such taking are set forth. NMFS has
defined “negligible impact” in 50 CFR
216.103 as: “‘an impact resulting from
the specified activity that cannot be
reasonably expected to, and is not
reasonably likely to, adversely affect the
species or stock through effects on
annual rates of recruitment or survival.”

Section 101(a)(5)(D) of the MMPA
established an expedited process by
which citizens of the United States can
apply for an authorization to
incidentally take small numbers of
marine mammals by harassment.
Section 101(a)(5)(D) establishes a 45-day
time limit for NMFS review of an
application followed by a 30-day public
notice and comment period on any
proposed authorizations for the
incidental harassment of marine
mammals. Within 45 days of the close
of the comment period, NMFS must
either issue or deny the authorization.

The NDAA (Pub. L. 108-136)
removed the “small numbers” and
“specified geographical region”
limitations and amended the definition
of “harassment” as it applies to a
“military readiness activity” to read as
follows (Section 3(18)(B) of the MMPA):

(i) Any act that injures or has the
significant potential to injure a marine
mammal or marine mammal stock in the wild
[Level A Harassment]; or (ii) Any act that
disturbs or is likely to disturb a marine
mammal or marine mammal stock in the wild
by causing disruption of natural behavioral
patterns, including, but not limited to,
migration, surfacing, nursing, breeding,
feeding, or sheltering, to a point where such
behavioral patterns are abandoned or
significantly altered [Level B Harassment].
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Summary of Request

On September 22, 2011, NMFS
received an application from the USMC
requesting an IHA for the harassment of
Atlantic bottlenose dolphins (Tursiops
truncatus) incidental to air-to-surface
and surface-to-surface training exercises
conducted around two bombing targets
(BTs) within southern Pamlico Sound,
North Carolina, at MCAS Cherry Point.
NMFS first issued an IHA to the USMC
for the same activities that was valid for
a period of one year, beginning
December 1, 2011 (75 FR 72807;
November 26, 2010).

Weapon delivery training will occur
at two BTs: Brant Island Target (BT-9)
and Piney Island Bombing Range (BT—
11). Training at BT-9 will involve air-
to-surface (from aircraft to in-water
targets) and surface-to-surface (from
vessels to in-water targets) warfare
training, including bombing, strafing,
special (laser systems) weapons; surface
fires using non-explosive and explosive
ordnance; and mine laying exercises
(inert). Training at BT—11 will involve
air-to-surface exercises to provide
training in the delivery of conventional
(non-explosive) and special (laser
systems) weapons. Surface-to-surface
training by small (i.e., 24-85 ft) military
watercraft will also be executed here.
The types of ordnances proposed for use
at BT-9 and BT-11 include small arms,
large arms, bombs, rockets, missiles, and
pyrotechnics. All munitions used at BT—
11 are inert practice rounds. No live
firing occurs at BT—11. Training for any
activity may occur year-round, day or
night. Active sonar is not a component
of these specified training exercises;
therefore, no harassment from active
sonar is covered by the IHA.

Description of the Specified Activity

All inert and live-fire exercises at
MCAS Cherry Point are conducted so
that all ammunition and other
ordnances strike and/or fall on the land
or water based target or within the
existing danger zones or water restricted
areas. The BTs are located at the
convergence of the Neuse River and
Pamlico Sound, North Carolina. Military
training activities at the BTs include
gunnery; mine laying; bombing; or
rocket exercises and are classified into
two categories here based on delivery
method: (1) Surface-to-surface gunnery
and (2) air-to-surface bombing. Exercises
may occur year round, day or night (less
than 15 percent of training occurs at
night).

Surface-to-surface fires are fires from
boats at sea to targets at sea. These can
be direct (targets are within sight) or
indirect (targets are not within sight).

Gunnery exercise employing direct fire
is the only category of surface-to-surface
activity currently conducted within
MCAS Cherry Point. There are four
types of air-to-surface activities
conducted within the MCAS Cherry
Point BTs: Inert mine laying; bombing;
gunnery; and rocket exercises which are
carried out via fixed wing or rotary wing
aircraft. High explosive ordnance is
used only at BT-9. The USMC estimates
that it may conduct approximately 1,539
aircraft-based and 165 vessel-based
sorties, annually, at BT-9 and
approximately 6,727 aircraft-based and
51 vessel-based sorties, annually, at BT—
11. The standard sortie consists of two
aircraft per bombing run or an average
of two and maximum of six vessels. A
complete description of these military
readiness activities, including the type
and amount of ammunition used during
training, is available in the proposed
Federal Register notice for this action
(76 FR 71535; November 18, 2011).

Description of Marine Mammals in the
Area of the Specified Activity

Only one marine mammal species, the
bottlenose dolphin, occurs within
Pamlico Sound around the BTs. The
endangered West Indian manatee
(Trichechus manatus) has been sighted
rarely (Lefebvre et al, 2001; DoN, 2003)
within Pamlico Sound; however, the
U.S. Fish and Wildlife Service oversees
management of this species. Therefore,
authorization to harass West Indian
manatees is not included in any NMFS’
authorization and will not be discussed
further.

Four out of seven designated coastal
stocks of the Atlantic bottlenose dolphin
may occur in North Carolina waters at
some part of the year: The Northern
Migratory stock (NM; winter); the
Southern Migratory stock (SM; winter);
the Northern North Carolina Estuarine
stock (NNCE; resident, year round); and
the more recently identified Southern
North Carolina stock (SNC; resident,
year round). Dolphins encountered at
the BTs likely belong to the NNCE and
SNC stock; however, this may not
always be the case. NMFS’ 2008 stock
assessment report provides further
detail on stock delineation. All stocks
discussed here are considered Depleted
under the MMPA (Waring et al., 2010).

In Pamlico Sound, bottlenose
dolphins concentrate in shallow water
habitats along shorelines, and few, if
any, individuals are present in the
central portions of the sounds (Gannon,
2003; Read et al., 2003a, 2003b). Fine-
scale dolphin abundance and density
studies have been conducted in Pamlico
Sound via aerial and boat based surveys
(Read et al., 2003; Mayer, 2003;

Goodman et al., 2007). Read et al. (2007)
also conducted passive acoustic
monitoring to determine dolphin
presence around the BTs. The survey
resulted in varying abundance and
density estimates; however, in general,
abundance was higher in summer than
winter, density estimates ranged from
0.09 to 0.18 dolphins/km2, and
abundance around BT-11 was greater
than BT-9. A complete description of
bottlenose dolphin biology and ecology
within Pamlico Sound can be found in
the proposed IHA Federal Register
notice prepared for this action (76 FR
71535; November 18, 2011).

Effects on Marine Mammals

As mentioned previously, with
respect to military readiness activities,
Section 3(18)(B) of the MMPA defines
“harassment” as:

(i) Any act that injures or has the
significant potential to injure a marine
mammal or marine mammal stock in the wild
[Level A Harassment]; or (ii) any act that
disturbs or is likely to disturb a marine
mammal or marine mammal stock in the wild
by causing disruption of natural behavioral
patterns, including, but not limited to,
migration, surfacing, nursing, breeding,
feeding, or sheltering, to a point where such
behavioral patterns are abandoned or
significantly altered [Level B Harassment].

The USMC and NMFS have
determined that harassment to marine
mammals (specifically, bottlenose
dolphins) may occur incidental to noise
and detonations related to munitions
firing on the BTs. These military
readiness activities will result in
increased noise levels, explosions, and
munition debris within bottlenose
dolphin habitat. In the absence of
planned mitigation and monitoring
measures, it is possible that injury or
mortality of bottlenose dolphins could
occur; however, due to the
implementation of the planned
measures, NMFS does not anticipate
that harassment would rise to the level
of injury (Level A harassment), serious
injury, or mortality. Therefore, the IHA
solely authorizes Level B (behavioral)
harassment incidental to the USMC’s
training activities. NMFS anticipates
that bottlenose dolphins may undergo
temporary threshold shift, masking,
stress response, and altered behavioral
patterns (e.g., traveling, resting,
opportunistic foraging). A complete
description of these impacts is available
in the proposed IHA Federal Register
notice prepared for this action (76 FR
71535; November 18, 2011).

Effects on Marine Mammal Habitat

Detonations of live ordnance will
result in temporary modification to
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physical water properties. Munitions are
designed to hit the targets and not
explode in-water; however, because the
targets are on the water (e.g., ship hull
on shoals); in-water explosions may
occur. Such explosions will result in the
release of gaseous by-products and
creation of oscillating bubbles. Should a
high-explosive miss the target and
explode in-water, a small water plume
may erupt. However, these impacts will
be temporary and not expected to last
more than a few seconds. Any direct hit
on the targets are not expected to cause
the aforementioned effects as the target
would absorb the impact.

Similarly, no long term impacts with
regard to hazardous constituents are
expected to occur. MCAS Cherry Point
has an active Range Environmental
Vulnerability Assessment (REVA)
program in place to monitor impacts to
habitat from its activities. One goal of
REVA is to determine the horizontal and
vertical concentration profiles of heavy
metals, explosives constituents,
perchlorate nutrients, and dissolved
salts in the sediment and seawater
surrounding BT-9 and BT-11. Results
of recent sampling indicate that
explosive constituents (e.g.,
trinitrotoluene (TNT),
cyclotrimethylenetrinitramine (RDX),
and hexahydro-trinitro-triazine (HMX)
were not detected in any sediment or
water sample surrounding the BTs.
Metals were not present above toxicity
screening values. Perchlorate was
detected in a few sediment samples
above the detection limit (0.21 ppm),
but below the reporting limit (0.6 ppm).
The ongoing REVA would continue to
evaluate potential migration of
munitions constituents from operational
range areas to off-range areas and MCAS
Cherry Point would continue to
implement mitigation measures as
necessary.

In summary, in the absence of
planned mitigation and monitoring
measures, the potential exists for
negative effects on marine mammal
habitat. However, because dolphins are
not expected to be in the immediate area
during live firing, due to monitoring and
mitigation measure implementation
(discussed later in this document), they
will not be subject to any short term
habitat alterations caused by in-water
and near-water explosions. REVA has
found no significant impact on habitat
from the USMC'’s training activities and
the ongoing REVA will continue to
evaluate potential migration of
munitions constituents from operational
range areas to off-range areas and MCAS
Cherry Point would continue to
implement mitigation measures as
necessary. Therefore, the impacts to

marine mammal habitat will be
minimal.

Comments and Responses

On November 18, 2011, NMFS
published in the Federal Register a
notice of a proposed IHA for the taking
of marine mammals incidental to the
USMC’s training exercises at MCAS
Cherry Point and requested comments
regarding this request (76 FR 71535).
NMFS also sent the proposed IHA
notice to the Marine Mammal
Commission (Commission). During the
30-day public comment period, NMFS
received comments from the
Commission on the application and
proposed IHA, and has evaluated and
considered those comments in the
course of making the necessary findings
under the MMPA Section 101(a)(5)(D).
No additional public comment was
received.

Comment 1: The Commission
recommends that, before issuing the
THA, NMFS require the USMC to (1)
describe in detail the environmental and
operational parameters and methods
used to determine the zones of exposure
and to estimate the associated number
of takes; and (2) ensure that the USMC
has determined the zones of exposure
and associated number of takes for all
types of ordnance (including practice
bombs and 25-mm live rounds).

Response: NMFS disagrees with the
Commission’s statements that the
methods used by the USMC to derive
safety zones, take, and estimate strike
probability were lacking or inadequate.
The USMC'’s application describes how
safety zones were derived (based on
NMF'S explosive harassment criteria)
and concluded that Level A harassment
could occur at distances around 200 m
(656 ft) from the target, based on a
threshold of 13 psi-msec. However, the
USMC will establish a “no fire”” zone for
a 1000 m (3281 ft) radius around BT—
9, or anywhere within Raritan Bay at
BT-11, providing a conservative
approach to bottlenose dolphin safety.

The Commission notes that net
explosive weights are presented in
Table 2 of the proposed IHA Federal
Register notice for several munitions
types that do not have corresponding
modeling information presented in
Table 9 of the same document.
Information for 25-mm live rounds was
presented in error; high explosive
rounds planned for use by USMC
include only 30- and 40-mm rounds.
Practice bombs contain no explosive
filler, only a small signal cartridge
which emits smoke used for visual
observation of weapon target impact.
Potential impact to marine mammals

from use of these charges is
discountable.

Comment 2: The Commission also
requested that detailed mitigation,
monitoring, and reporting requirements
be specified in the application and that
NMFS should withhold the
authorization until the USMC develops
and is prepared to implement a plan to
evaluate the effectiveness of monitoring
and mitigation measures before
beginning or, at the very least, in
conjunction with, conducting exercises
covered by the proposed IHA.

Response: NMFS worked closely with
the USMC during the application
process to develop proper mitigation,
monitoring, and reporting requirements
designed to minimize and detect
impacts from the specified activities. In
order to ensure that NMFS can make the
findings necessary for issuance of an
IHA, NMFS worked with the USMC to
develop more comprehensive and
acceptable mitigation, monitoring, and
reporting requirements. As a result, the
USMC prepared a Marine Mammal and
Protected Species Monitoring Plan
(Plan) and additional monitoring and
mitigation measures are contained
within the IHA and this notice. NMFS
has determined that the Plan and
additional monitoring and mitigation
measures are adequate to satisfy the
requirements of the MMPA.

Comment 3: The Commission
recommends the NMFS require the
USMC to use either direct strike or
dynamic Monte Carlo models to
determine the probability of ordnance
strike.

Response: The Commission
recommended “direct strike or dynamic
Monte Carlo methods” while noting that
the result of using a new risk probability
model would likely provide negligible
changes from the model described in the
application. The Commission did not
provide further guidance on how to
calculate risk from a Monte Carlo
method and, because any change would
be negligible, NMFS does not agree that
this alternative method of modeling is
necessary for purposes of issuing an
MMPA incidental take authorization.
Mitigation

In order to issue an incidental take
authorization (ITA) under Section
101(a)(5)(D) of the MMPA, NMFS must
set forth the “per