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applicability and legal effect, most of which
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Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
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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
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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
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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 informati