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DEPARTMENT OF ENERGY

10 CFR Part 835
[Docket No. HS—-RM-09-835]
RIN 1992-AA-45

Occupational Radiation Protection

AGENCY: Office of Health, Safety and
Security, Department of Energy.

ACTION: Final rule.

SUMMARY: The Department of Energy
(DOE) today amends the values in
appendix C to its Occupational
Radiation Protection requirements. The
derived air concentration values for air
immersion are calculated using several
parameters. One of these, exposure time,
is better represented by the hours in the
workday, rather than the hours in a
calendar day, and is therefore used in
the revised calculations.

DATES: This rule is effective May 13,
2011.

FOR FURTHER INFORMATION CONTACT: Dr.
Judith Foulke, U.S. Department of
Energy, Office of Worker Safety and
Health Policy, 1000 Independence
Avenue, SW., Washington, DC 20585;
(301) 903-5865, e-mail:
Judy.Foulke@hgq.doe.gov.

SUPPLEMENTARY INFORMATION:
I. Background

The requirements in title 10, Code of
Federal Regulations, part 835 (10 CFR
part 835), Occupational Radiation
Protection, are designed to protect the
health and safety of workers at
Department of Energy (DOE) facilities.
One situation that must be addressed is
the exposure of workers to radioactive
material dispersed in the air. Based on
calculations involving doses to the
organs of the body, levels of
contamination in the air that will not
cause the dose limits for workers to be
exceeded are established for specified

radionuclides. These values are given in
appendix C. DOE first published a final
rule on December 14, 1993, (58 FR
65485), amending 10 CFR part 835. In
the June 8, 2007, (72 FR 31903)
amendment to part 835, DOE revised the
values in appendix C to part 835,
Derived Air Concentration (DAC) for
Workers from External Exposure during
Immersion in a Cloud of Airborne
Radioactive Material. The calculations
done for the 2007 amendment were
based on a 24-hour day. However, to be
consistent with other occupational
exposure scenarios, such as those used
in developing the appendix A DACs, an
8-hour per day exposure scenario is
more reasonable.

DOE proposed amending the values in
appendix C to take account of the
8-hour per day exposure scenario on
January 25, 2011 (76 FR 4258). Today’s
final rule modifies 10 CFR part 835
appendix C values resulting from
calculations using an 8-hour day.

II. Discussion of Changes to 10 CFR 835

The values for air immersion derived
air concentrations in the present part
835 are based on a 24-hour day. Because
the work day is 8 hours long, it was
decided to base calculations of air
immersion derived concentrations on an
8-hour day for workers occupationally
exposed.

DOE received two comments from one
commenter. The commenter stated that
the derived conversion factors differed
by a factor of 20 billion to 70 billion.
DOE noted that values calculated in Bq/
m? and in uCi/L differ by a factor of 37
billion, but use of truncated numbers
explained the difference. The
commenter stated that the half-life of
Kr-77 was wrong. DOE agreed with the
correct value and replaced the incorrect
value.

A second commenter stated that the
change in calculation for exposure time
from calendar day hours to workday
hours will lessen the amount of
protection provided to employees. The
commenter incorrectly stated that the
effects of the radiation will continue
after the employees have gone home.
These radionuclides in appendix C are
inert gases and are not absorbed by the
body; they affect the worker only while
immersed in a cloud of airborne
radioactivity.

A third commenter agreed with DOE’s
approach.

III. Approval of the Office of the
Secretary

The Secretary of Energy has approved
publication of this final rule.

List of Subjects in 10 CFR Part 835

Federal buildings and facilities,
Nuclear energy, Nuclear materials,
Nuclear power plants and reactors,
Nuclear safety, Occupational safety and
health, Radiation protection, and
Reporting and recordkeeping
requirements.

Issued in Washington, DC, on March 28,
2011.

Glenn S. Podonsky,
Chief Health, Safety and Security Officer,
Office of Health, Safety and Security.

Accordingly, for the reasons set forth
in the preamble, part 835 of Chapter III
of Title 10 of the Code of Federal
Regulations is amended as set forth
below:

PART 835—OCCUPATIONAL
RADIATION PROTECTION

m 1. The authority citation for part 835
continues to read as follows:

Authority: 42 U.S.C. 2201, 7191; 50 U.S.C.
2410.

m 2. In appendix C to part 835, the table
at the end of paragraph c. is removed
and a new table is added to read as
follows:

Appendix C to Part 835—Derived Air
Concentration (DAC) for Workers From
External Exposure During Immersion in
a Cloud of Airborne Radioactive
Material

AIR IMMERSION DAC

Radio: | Haltlife | (uCi/mL) | (Ba/md)
Ar-37 ..o 35.02d .. | 3E+00 | 1E+11
Ar-39 ... 269 yr ..... | 1E-03 | 5E+07
Ar-a1 ... 1.827h .. | 3E-06 | 1E+05
Kr-74 ... 115 min | 3E-06 | 1E+05
Kr-76 ... 148 .... | 1E-05 | 3E+05
Kr-77 o 747 min | 4E-06 | 1E+05
Kr-79 ....... 35.04h .. | 1E-05 | 6E+05
Kr-81 ... 21E+05 | 7E-04 | 2E+07

yr.
Kr-83m ... 183 h ... | 7E02 | 2E+09
Kr-85 ...... 1072 yr .. | 7E-04 | 2E+07
Kr-85m ... | 448 h ... | 2E-05 | 1E+06
Kr-87 ....... 76.3min | 4E-06 | 1E+05
Kr-88 ... 284h ....| 1E-06 | 7E+04
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AIR IMMERSION DAC—Continued

Radio: | Haltlife | (uCi/mL) | (Ba/md)
Xe-120 ... | 40.0 min | 1E-05 | 4E+05
Xe-121 ... 401 min | 2E-06 | 8E+04
Xe-122 ... | 201 h ... |8E-05 | 3E+06
Xe-123 ... |214h ... | 6E-06 | 2E+05
Xe-125 ... | 168h ... | 1E-05 | 6E+05
Xe-127 ... | 36406 d | 1E-05 | 6E+05
Xe-120m .. | 8.89d ... | 2E-04 | 7E+06
Xe-131m .. | 11.84d ... | 5E-04 | 1E+07
Xe-133 ... | 5.245d ... | 1E-04 | 5E+06
Xe-133m .. | 2.19d ... | 1E-04 | 5E+06
Xe-135 ... | 9.11h ... | 1E-05 | 6E+05
Xe-135m .. | 15.36 min | 1E-05 3E+05
Xe-138 ... | 1413 min | 3E-06 | 1E+05
* * * * *

[FR Doc. 2011-8836 Filed 4-12-11; 8:45 am]|
BILLING CODE 6450-01-P

DEPARTMENT OF THE TREASURY

Office of Thrift Supervision

12 CFR Part 563e

Community Reinvestment
CFR Correction

In Title 12 of the Code of Federal
Regulations, Parts 500 to 599, revised as
of January 1, 2011, on page 278, in
§563e.12, the heading of paragraph (u)
and paragraph (u)(1) are corrected to
read as follows:

§563e.12 Definitions.

* * * * *

(u) Small savings association—(1)
Definition. Small savings association
means a savings association that, as of
December 31 of either of the prior two
calendar years, had assets of less than
$1.122 billion. Intermediate small
savings association means a small
savings association with assets of at
least $280 million as of December 31 of
both of the prior two calendar years and
less than $1.122 billion as of December
31 of either of the prior two calendar
years.

* * * * *
[FR Doc. 2011-8795 Filed 4-12-11; 8:45 am|
BILLING CODE 1505-01-D

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 27

[Docket No. SW026; Special Conditions No.
27-026-SC]

Special Conditions: Eurocopter France
Model AS350B Series, AS350D, and
EC130 Helicopters, Installation of a
Hoh Aeronautics, Inc. Autopilot/
Stabilization Augmentation System
(AP/SAS)

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final special conditions; request
for comments.

SUMMARY: These special conditions are
issued for the modification of the
Eurocopter France (Eurocopter) model
AS350B series, AS350D, and EC130
helicopters. These model helicopters
will have novel or unusual design
features when modified by installing the
Hoh Aeronautics, Inc. (Hoh) complex
autopilot/stabilization augmentation
system (AP/SAS) that has potential
failure conditions with more severe
adverse consequences than those
envisioned by the existing applicable
airworthiness regulations. These special
conditions contain the added safety
standards the Administrator considers
necessary to ensure the failures and
their effects are sufficiently analyzed
and contained.

DATES: The effective date of these
special conditions is March 31, 2011.
We must receive your comments by
June 13, 2011.

ADDRESSES: You may send your
comments by e-mail to:
john.vanhoudt@faa.gov; by mail to:
Federal Aviation Administration,
Rotorcraft Directorate, Attn: John
VanHoudt (ASW-111), Special
Conditions Docket No. SW026, 2601
Meacham Blvd., Fort Worth, Texas
76137; or by delivering your comments
to the Rotorcraft Directorate at the
indicated address. You must mark your
comments: Docket No. SW026. You can
inspect comments in the special
conditions docket on weekdays, except
Federal holidays, between 8:30 a.m. and
4 p.m., in the Rotorcraft Directorate.
FOR FURTHER INFORMATION CONTACT: John
VanHoudt, Aviation Safety Engineer,
FAA, Rotorcraft Directorate, Regulations
and Policy Group (ASW-111), 2601
Meacham Blvd., Fort Worth, Texas
76137; telephone (817) 222-5167;
facsimile (817) 222-5961; or e-mail to
john.vanhoudt@faa.gov.

SUPPLEMENTARY INFORMATION:

Reason for No Prior Notice and
Comment Before Adoption

The substance of these special
conditions has been subjected to the
notice and comment period previously
and has been derived without
substantive change from those
previously issued. It is unlikely that
prior public comment would result in a
significant change from the substance
contained herein. Further, a delay in the
effective date of these special conditions
would significantly delay issuance of
the design approval and thus delivery of
the helicopter, which is imminent.
Therefore, the FAA has determined that
prior public notice and comment are
unnecessary, impracticable, and
contrary to the public interest, and finds
good cause exists for adopting these
special conditions upon issuance. The
FAA is requesting comments to allow
interested persons to submit views that
may not have been submitted in
response to the prior opportunities for
comment.

Comments Invited

While we did not precede this with a
notice of proposed special conditions,
we invite interested people to take part
in this action by sending written
comments, data, or views. The most
helpful comments reference a specific
portion of the special conditions,
explain the reason for any
recommended change, and include
supporting data.

We will file in the special conditions
docket all comments we receive, as well
as a report summarizing each
substantive public contact with FAA
personnel about these special
conditions. You can inspect the docket
before and after the comment closing
date. If you wish to review the docket
in person, go to the address in the
ADDRESSES section of this document
between 8:30 a.m. and 4 p.m., Monday
through Friday, except Federal holidays.

We will consider all comments we
receive by the closing date for
comments. We will consider comments
filed late if it is possible to do so
without incurring expense or delay. We
may change these special conditions
based on the comments we receive.

If you want us to let you know we
received your mailed comments on
these special conditions, send us a pre-
addressed, stamped postcard on which
the docket number appears. We will
stamp the date on the postcard and mail
it back to you.

Background

On February 5, 2010, Hoh submitted
an application to the FAA’s Los Angeles
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Aircraft Certification Office (LA ACO)
for a supplemental type certificate (STC)
to install an AP/SAS on the Eurocopter
model AS350B, AS350BA, AS350B1,
AS350B2, AS350B3 (AS350B series),
AS350D, and EC130 helicopters. The
Eurocopter model AS350B series,
AS350D, and EC130 helicopters are 14
CFR part 27 Normal category, single
turbine engine, conventional helicopters
designed for civil operation. These
helicopter models are capable of
carrying up to six passengers with one
pilot, and have a maximum gross weight
of approximately 5,290 pounds,
depending on the model configuration.
The major design features include a 3-
blade, fully articulated main rotor, an
anti-torque tail rotor system, a skid
landing gear, and a visual flight rule
(VFR) basic avionics configuration. Hoh
proposes to modify these model
helicopters by installing a two-axis
AP/SAS.

Type Certification Basis

Under 14 CFR 21.115, Hoh must show
that the Eurocopter model AS350B
series, AS350D, and EC130 helicopters,
as modified by the installed AP/SAS,
continue to meet the 14 CFR 21.101
standards. The baseline of the
certification basis for the unmodified
Eurocopter model AS350B series,
AS350D, and EC130 helicopters is listed
in Type Certificate Number H9EU.
Additionally, compliance must be
shown to any applicable equivalent
level of safety findings, exemptions, and
special conditions, prescribed by the
Administrator as part of the certification
basis.

If the Administrator finds the
applicable airworthiness regulations
(that is, 14 CFR part 27), as they pertain
to this STC, do not contain adequate or
appropriate safety standards for the
Eurocopter model AS350B series,
AS350D, and EC130 helicopters because
of a novel or unusual design feature,
special conditions are prescribed under
§21.101(d).

In addition to the applicable
airworthiness regulations and special
conditions, Hoh must show compliance
of the AP/SAS STC-altered Eurocopter
model AS350B series, AS350D, and
EC130 helicopters with the noise
certification requirements of 14 CFR
part 36.

The FAA issues special conditions, as
defined in §11.19, under §11.38 and
they become part of the type
certification basis under §21.101.

Novel or Unusual Design Features

The Hoh AP/SAS incorporates novel
or unusual design features, for
installation in a Eurocopter model

AS350B series, AS350D, and EC130
helicopter, Type Certificate Number
H9EU. This AP/SAS performs non-
critical control functions, since this
model helicopter has been certificated
to meet the applicable requirements
independent of this system. However,
the possible failure conditions for this
system, and their effect on the
continued safe flight and landing of the
helicopters, are more severe than those
envisioned by the present rules.

Discussion

The effect on safety is not adequately
covered under § 27.1309 for the
application of new technology and new
application of standard technology.
Specifically, the present provisions of
§27.1309(c) do not adequately address
the safety requirements for systems
whose failures could result in
catastrophic or hazardous/severe-major
failure conditions, or for complex
systems whose failures could result in
major failure conditions.

To comply with the provisions of the
special conditions, we require that Hoh
provide the FAA with a systems safety
assessment (SSA) for the final AP/SAS
installation configuration that will
adequately address the safety objectives
established by a functional hazard
assessment (FHA) and a preliminary
system safety assessment (PSSA),
including the fault tree analysis (FTA).
This will ensure that all failure
conditions and their resulting effects are
adequately addressed for the installed
AP/SAS. The SSA process, FHA, PSSA,
and FTA are all parts of the overall
safety assessment (SA) process
discussed in FAA Advisory Circular
(AC) 27—-1B (Certification of Normal
Category Rotorcraft) and Society of
Automotive Engineers (SAE) document
Aerospace Recommended Practice
(ARP) 4761 (Guidelines and Methods for
Conducting the Safety Assessment
Process on civil airborne Systems and
Equipment).

These special conditions require that
the AP/SAS installed on a Eurocopter
model AS350B series, AS350D, or
EC130 helicopter meet the requirements
to adequately address the failure effects
identified by the FHA, and subsequently
verified by the SSA, within the defined
design integrity requirements.

Applicability

These special conditions are
applicable to the Hoh AP/SAS installed
as an STC approval, in Eurocopter
model AS350B, AS350BA, AS350B1,
AS350B2, AS350B3, AS350D, and
EC130 helicopters, Type Certificate
Number H9EU.

Conclusion

This action affects only certain novel
or unusual design features for a Hoh
AP/SAS STC installed on the specified
model series of helicopters. It is not a
rule of general applicability and affects
only the applicant who applied to the
FAA for approval of these features on
the model helicopters listed in the
“Applicability” section.

List of Subjects in 14 CFR Part 27

Aircraft, Aviation safety.

The authority citation for these
special conditions is as follows:

Authority: 42 U.S.C. 7572, 49 U.S.C.
106(g), 40105, 40113, 4470144702, 44704,
44709, 44711, 44713, 44715, 45303.

The Special Conditions

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the following special
conditions are issued as part of the Hoh
Aeronautics, Inc. (Hoh) supplemental
type certificate basis for the installation
of an autopilot/stabilization
augmentation system (AP/SAS) on the
Eurocopter model AS350B, AS350BA,
AS350B1, AS350B2, AS350B3 (AS350B
series), AS350D, and EC130 helicopters,
Type Certificate Number H9EU.

The AP/SAS must be designed and
installed so that the failure conditions
identified in the functional hazard
assessment (FHA) and verified by the
system safety assessment (SSA), after
design completion, are adequately
addressed in accordance with the
“failure condition categories” and
“requirements” sections (including the
system design integrity, system design
environmental, and test and analysis
requirements) of these special
conditions.

L Failure Condition Categories

Failure conditions are classified,
according to the severity of their effects
on the rotorcraft, into one of the
following categories:

1. No Effect—Failure conditions that
would have no effect on safety; for
example, failure conditions that would
not affect the operational capability of
the rotorcraft or increase crew workload;
however, could result in an
inconvenience to the occupants,
excluding the flight crew.

2. Minor—Failure conditions which
would not significantly reduce rotorcraft
safety, and which would involve crew
actions that are well within their
capabilities. Minor failure conditions
would include, for example, a slight
reduction in safety margins or
functional capabilities, a slight increase
in crew workload, such as, routine flight
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plan changes, or result in some physical
discomfort to occupants.

3. Major—Failure conditions which
would reduce the capability of the
rotorcraft or the ability of the crew to
cope with adverse operating conditions
to the extent that there would be, for
example, a significant reduction in
safety margins or functional capabilities,
a significant increase in crew workload
or result in impairing crew efficiency,
physical distress to occupants,
including injuries, or physical
discomfort to the flight crew.

4. Hazardous/Severe-Major—Failure
conditions which would reduce the
capability of the rotorcraft or the ability
of the crew to cope with adverse
operating conditions to the extent that
there would be:

e A large reduction in safety margins
or functional capabilities;

e Physical distress or excessive
workload that would impair the flight
crew’s ability to the extent that they
could not be relied on to perform their
tasks accurately or completely; or

¢ Possible serious or fatal injury to a
passenger or a cabin crewmember,
excluding the flight crew.

Note 1: “Hazardous/severe-major” failure
conditions can include events that are
manageable by the crew by the use of proper
procedures, which, if not implemented
correctly or in a timely manner, may result
in a catastrophic event.

5. Catastrophic—Failure conditions
which would result in multiple fatalities
to occupants, fatalities or incapacitation
to the flight crew, or result in loss of the
rotorcraft.

The present §§27.1309 (b) and (c)
regulations do not adequately address
the safety requirements for systems
whose failures could result in
“catastrophic” or “hazardous/severe-
major” failure conditions, or for
complex systems whose failures could
result in “major” failure conditions. The
current regulations are inadequate
because when §§27.1309(b) and (c)
were promulgated, it was not
envisioned that this type of rotorcraft
would use systems that are complex or
whose failure could result in
“catastrophic” or “hazardous/severe-
major” effects on the rotorcraft. This is
particularly true with the application of
new technology, new application of
standard technology, or other
applications not envisioned by the rule
that affect safety.

Hoh must provide the FAA with a
SSA for the final AP/SAS installation
configuration that will adequately
address the safety objectives established
by the FHA and the preliminary system
safety assessment (PSSA), including the

fault tree analysis (FTA). This will show
that all failure conditions and their
resulting effects are adequately
addressed for the installed AP/SAS.

Note 2: The SSA process, FHA, PSSA, and
FTA are all parts of the overall safety
assessment (SA) process discussed in FAA
Adpvisory Circular (AC) 27—-1B (Certification
of Normal Category Rotorcraft) and Society of
Automotive Engineers (SAE) document
Aerospace Recommended Practice (ARP)
4761 (Guidelines and Methods for
Conducting the Safety Assessment Process on
civil airborne Systems and Equipment).

II. Requirements

Hoh must comply with the existing
requirements of § 27.1309 for all
applicable design and operational
aspects of the AP/SAS with the failure
condition categories of “no effect,” and
“minor,” and for non-complex systems
whose failure condition category is
classified as “major.” Hoh must comply
with the requirements of these special
conditions for all applicable design and
operational aspects of the AP/SAS with
the failure condition categories of
“catastrophic” and “hazardous severe/
major,” and for complex systems whose
failure condition category is classified
as “major.” A complex system is a
system whose operations, failure
conditions, or failure effects are difficult
to comprehend without the aid of
analytical methods (for example, FTA,
Failure Modes and Effect Analysis,
FHA).

System Design Integrity Requirements

Each of the failure condition
categories defined in these special
conditions relate to the corresponding
aircraft system integrity requirements.
The system design integrity
requirements, for the Hoh AP/SAS, as
they relate to the allowed probability of
occurrence for each failure condition
category, and the proposed software
design assurance level, are as follows:

e “Major”"—For systems with “major”
failure conditions, failures resulting in
these major effects must be shown to be
remote, a probability of occurrence on
the order of between 1 x 1075 to 1 X
10~ 7 failures/hour, and associated
software must be developed to the
RTCA/DO-178B (Software
Considerations in Airborne Systems
And Equipment Certification) Level C
software design assurance level.

e “Hazardous/Severe-Major”—For
systems with “hazardous/severe-major”
failure conditions, failures resulting in
these hazardous/severe-major effects
must be shown to be extremely remote,
a probability of occurrence on the order
of between 1 x10~-7to 1 x 10~9
failures/hour, and associated software

must be developed to the RTCA/DO-
178B (Software Considerations in
Airborne Systems And Equipment
Certification) Level B software
assurance level.

e “Catastrophic”—For systems with
“catastrophic” failure conditions,
failures resulting in these catastrophic
effects must be shown to be extremely
improbable, a probability of occurrence
on the order of 1 x 109 failures/hour
or less, and associated software must be
developed to the RTCA/DO-178B
(Software Considerations in Airborne
Systems And Equipment Certification)
Level A design assurance level.

System Design Environmental
Requirements

The AP/SAS system equipment must
be qualified to the appropriate
environmental level per RTCA
document DO-160F (Environmental
Conditions and Test Procedures for
Airborne Equipment), for all relevant
aspects. This is to show that the AP/
SAS system performs its intended
function under any foreseeable
operating condition, which includes the
expected environment in which the AP/
SAS is intended to operate. Some of the
main considerations for environmental
concerns are installation locations and
the resulting exposure to environmental
conditions for the AP/SAS system
equipment, including considerations for
other equipment that may be affected
environmentally by the AP/SAS
equipment installation. The level of
environmental qualification must be
related to the severity of the considered
failure conditions and effects on the
rotorcraft.

Test and Analysis Requirements

Compliance with the requirements of
these special conditions may be shown
by a variety of methods, which typically
consist of analysis, flight tests, ground
tests, and simulation, as a minimum.
Compliance methodology is related to
the associated failure condition
category. If the AP/SAS is a complex
system, compliance with the
requirements for failure conditions
classified as “major” may be shown by
analysis, in combination with
appropriate testing to validate the
analysis. Compliance with the
requirements for failure conditions
classified as “hazardous/severe-major”
may be shown by flight-testing in
combination with analysis and
simulation, and the appropriate testing
to validate the analysis. Flight tests may
be limited for “hazardous/severe-major”
failure conditions and effects due to
safety considerations. Compliance with
the requirements for failure conditions
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classified as “catastrophic” may be
shown by analysis, and appropriate
testing in combination with simulation
to validate the analysis. Very limited
flight tests in combination with
simulation are used as a part of a
showing of compliance for
“catastrophic” failure conditions. Flight
tests are performed only in
circumstances that use operational
variations, or extrapolations from other
flight performance aspects to address
flight safety.

These special conditions require that
the Hoh AP/SAS system installed on a
Eurocopter model AS350B, AS350BA,
AS350B1, AS350B2, AS350B3, AS350D,
and EC130 helicopter, Type Certificate
Number H9EU, meet these requirements
to adequately address the failure effects
identified by the FHA, and subsequently
verified by the SSA, within the defined
design system integrity requirements.

Issued in Fort Worth, Texas, on March 31,
2011.

Scott A. Horn,

Acting Manager, Rotorcraft Directorate,
Aircraft Certification Service.

[FR Doc. 2011-8294 Filed 4-12-11; 8:45 am]|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0262; Directorate
Identifier 2010-NM—-215-AD; Amendment
39-16649; AD 2011-07-12]

RIN 2120-AA64

Airworthiness Directives; Fokker
Services B.V. Model F.27 Mark 050
Airplanes

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

ACTION: Final rule; request for
comments.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

* * * [Tlhe Federal Aviation
Administration (FAA) has published Special
Federal Aviation Regulation (SFAR) 88, and
the Joint Aviation Authorities (JAA) has
published Interim Policy INT/POL/25/12.
The review conducted by Fokker Services on

the Fokker 50 and Fokker 60 type design, in
response to these regulations, revealed that
the clearance between parts of the main
landing gear (MLG) and the fuel pipes may
be insufficient.

This condition, if not detected and
corrected, could lead to chafing, possibly
resulting in fuel leakage and, in combination
with other factors, a fuel fire.

This AD requires actions that are
intended to address the unsafe
condition described in the MCALI

DATES: This AD becomes effective April
28, 2011.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in the AD
as of April 28, 2011.

We must receive comments on this
AD by May 31, 2011.

ADDRESSES: You may send comments by
any of the following methods:

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

e Fax:202—-493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-40, 1200 New Jersey Avenue, SE.,
Washington, DC, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

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 this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (phone:
800-647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

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

Discussion

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Community, has issued EASA
Airworthiness Directive 2010-0197,
dated October 1, 2010 (referred to after

this as “the MCATI”), to correct an unsafe
condition for the specified products.
The MCAI states:

* * * [Tlhe Federal Aviation
Administration (FAA) has published Special
Federal Aviation Regulation (SFAR) 88, and
the Joint Aviation Authorities (JAA) has
published Interim Policy INT/POL/25/12.
The review conducted by Fokker Services on
the Fokker 50 and Fokker 60 type design, in
response to these regulations, revealed that
the clearance between parts of the main
landing gear (MLG) and the fuel pipes may
be insufficient.

This condition, if not detected and
corrected, could lead to chafing, possibly
resulting in fuel leakage and, in combination
with other factors, a fuel fire.

EASA issued AD 2010-0182 to require
actions to ensure that a minimum clearance
is maintained between the parts of the MLG
and the fuel pipes in both nacelles.

Since that AD was issued, it was
discovered that aeroplane serial numbers
20133 through 20142 were erroneously
omitted in the original Fokker Service
Bulletins (SB) and consequently the AD did
not apply to those aeroplanes. The two SB’s
(some typographical errors in part numbers
were also found) have now been revised to
correct this omission.

For the reasons described above, this new
AD retains the requirements of AD 2010-
0182, which is superseded, and expands the
Applicability to add the 10 missing serial
numbers.

The required actions include an
inspection to determine fuel pipe part
numbers, a general visual inspection to
determine the clearance between certain
fuel pipes and parts of the main landing
gear, and replacement of certain pipes
with insufficient main landing gear
clearance. The required actions also
include revising the maintenance
program to incorporate a fuel limitation
and a critical design configuration
control limitation (CDCCL). You may
obtain further information by examining
the MCAI in the AD docket.

The FAA has examined the
underlying safety issues involved in fuel
tank explosions on several large
transport airplanes, including the
adequacy of existing regulations, the
service history of airplanes subject to
those regulations, and existing
maintenance practices for fuel tank
systems. As a result of those findings,
we issued a regulation titled “Transport
Airplane Fuel Tank System Design
Review, Flammability Reduction and
Maintenance and Inspection
Requirements” (66 FR 23086, May 7,
2001). In addition to new airworthiness
standards for transport airplanes and
new maintenance requirements, this
rule included Special Federal Aviation
Regulation No. 88 (“SFAR 88,”
Amendment 21-78, and subsequent
Amendments 21-82 and 21-83).
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Among other actions, SFAR 88
requires certain type design (i.e., type
certificate (TC) and supplemental type
certificate (STC)) holders to substantiate
that their fuel tank systems can prevent
ignition sources in the fuel tanks. This
requirement applies to type design
holders for large turbine-powered
transport airplanes and for subsequent
modifications to those airplanes. It
requires them to perform design reviews
and to develop design changes and
maintenance procedures if their designs
do not meet the new fuel tank safety
standards. As explained in the preamble
to the rule, we intended to adopt
airworthiness directives to mandate any
changes found necessary to address
unsafe conditions identified as a result
of these reviews.

In evaluating these design reviews, we
have established four criteria intended
to define the unsafe conditions
associated with fuel tank systems that
require corrective actions. The
percentage of operating time during
which fuel tanks are exposed to
flammable conditions is one of these
criteria. The other three criteria address
the failure types under evaluation:
single failures, single failures in
combination with a latent condition(s),
and in-service failure experience. For all
four criteria, the evaluations included
consideration of previous actions taken
that may mitigate the need for further
action.

The Joint Aviation Authorities (JAA)
has issued a regulation that is similar to
SFAR 88. (The JAA is an associated
body of the European Civil Aviation
Conference (ECAC) representing the
civil aviation regulatory authorities of a
number of European States who have
agreed to co-operate in developing and
implementing common safety regulatory
standards and procedures.) Under this
regulation, the JAA stated that all
members of the ECAC that hold type
certificates for transport category
airplanes are required to conduct a
design review against explosion risks.

We have determined that the actions
identified in this AD are necessary to
reduce the potential of ignition sources
inside fuel tanks, which, in combination
with flammable fuel vapors, could result
in fuel tank explosions and consequent
loss of the airplane.

Relevant Service Information

Fokker Services B.V. has issued
Service Bulletin SBF50-28-028,
Revision 1, dated September 15, 2010;
and Service Bulletin SBF50-28-031,
Revision 1, dated September 15, 2010.
The actions described in this service
information are intended to correct the

unsafe condition identified in the
MCAL

FAA’s Determination and Requirements
of This AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are issuing this
AD because we evaluated all pertinent
information and determined the unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

There are no products of this type
currently registered in the United States.
However, this rule is necessary to
ensure that the described unsafe
condition is addressed if any of these
products are placed on the U.S. Register
in the future.

Differences Between the AD and the
MCAI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow FAA policies.
Any such differences are highlighted in
a NOTE within the AD.

FAA’s Determination of the Effective
Date

Since there are currently no domestic
operators of this product, notice and
opportunity for public comment before
issuing this AD are unnecessary.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety, and
we did not precede it by notice and
opportunity for public comment. We
invite you to send any written relevant
data, views, or arguments about this AD.
Send your comments to an address
listed under the ADDRESSES section.
Include “Docket No. FAA-2011-0262;
Directorate Identifier 2010-NM—-215—
AD” at the beginning of your comments.
We specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments

received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

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.

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,
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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:

2011-07-12 Fokker Services B.V.:
Amendment 39-16649. Docket No.
FAA-2011-0262; Directorate Identifier
2010-NM-215-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective April 28, 2011.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Fokker Services B.V.
Model F.27 Mark 050 airplanes; certificated
in any category; serial numbers 20133

through 20335 inclusive; except those with
inboard fuel tanks installed.

Note 1: This AD requires revisions to
certain operator maintenance documents to
include new actions (e.g., inspections) and/
or critical design configuration control
limitations (CDCCLs). Compliance with these
actions and/or CDCCLs is required by 14 CFR
91.403(c). For airplanes that have been
previously modified, altered, or repaired in
the areas addressed by this AD, the operator
may not be able to accomplish the actions
described in the revisions. In this situation,
to comply with 14 CFR 91.403(c), the
operator must request approval of an
alternative method of compliance (AMOC)
according to paragraph (n) of this AD. The
request should include a description of
changes to the required actions that will
ensure the continued operational safety of
the airplane.

Subject

(d) Air Transport Association (ATA) of
America Code 28: Fuel.

Reason

(e) The mandatory continued airworthiness
information (MCALI) states:

* * * [Tlhe Federal Aviation
Administration (FAA) has published Special
Federal Aviation Regulation (SFAR) 88, and
the Joint Aviation Authorities (JAA) has
published Interim Policy INT/POL/25/12.
The review conducted by Fokker Services on
the Fokker 50 and Fokker 60 type design, in
response to these regulations, revealed that
the clearance between parts of the main
landing gear (MLG) and the fuel pipes may
be insufficient.

This condition, if not detected and
corrected, could lead to chafing, possibly
resulting in fuel leakage and, in combination
with other factors, a fuel fire.

Compliance

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

Inspection

(g) Within 6 months after the effective date
of this AD: Inspect the part numbers of each
fuel pipe (two in each nacelle), in accordance
with Part 1 of the Accomplishment
Instructions of Fokker Service Bulletin
SBF50-28-028, Revision 1, dated September
15, 2010.

(h) If, as a result of the inspection required
by paragraph (g) of this AD, fuel pipe part
numbers other than those specified in Part 1
of the Accomplishment Instructions of
Fokker Service Bulletin SBF50-28-028,
Revision 1, dated September 15, 2010, are
found to be installed: Before further flight, do
a general visual inspection to determine the
clearance between the fuel pipes and the
parts of the main landing gear, and for
chafing marks, in accordance with Part 2 of
the Accomplishment Instructions of Fokker
Service Bulletin SBF50-28-028, Revision 1,
dated September 15, 2010.

Fuel Pipe Replacement

(i) If, during the inspection required by
paragraph (h) of this AD, the measured
clearance is less than or equal to 3.0 mm and
greater than 1.5 mm for one or more fuel
pipes, and no chafing marks are found:
Within 24 months after the effective date of
this AD, install new fuel pipes in both engine
nacelles, in accordance with the
Accomplishment Instructions of Fokker
Service Bulletin SBF50-28-031, Revision 1,
dated September 15, 2010.

(j) If, during the inspection required by
paragraph (h) of this AD, the measured
clearance is less than or equal to 1.5 mm for
one or more fuel pipes, or chafing marks are
found on one or more fuel pipes: Before
further flight, install new fuel pipes in both
engine nacelles, in accordance with the
Accomplishment Instructions of Fokker’s
Service Bulletin SBF50-28-031, Revision 1,
dated September 15, 2010.

Maintenance Program Revision To Add Fuel
Airworthiness Limitation

(k) Within 6 months after the effective date
of this AD, revise the airplane maintenance
program by incorporating the limitations
specified in paragraphs (k)(1) and (k)(2) of
this AD.

(1) The CDCCL specified in paragraph
1.L.(1)(c) of Fokker Service Bulletin SBF50—
28-031, Revision 1, dated September 15,
2010.

(2) The fuel airworthiness limitation
specified in paragraph 1.L.(1)(c) of Fokker
Service Bulletin SBF50-28-028, Revision 1,
dated September 15, 2010. The initial
compliance time for doing the inspection is
within 4,800 flight hours after doing the
inspection required by paragraph (h) of this
AD.

No Alternative Actions, Intervals, and/or
CDCCLs

(1) After accomplishing the revision
required by paragraph (k) of this AD, no

alternative actions (e.g., inspection, interval)
and/or CDCCLs may be used unless the
actions, intervals, and/or CDCCLs are
approved as an AMOC in accordance with
the procedures specified in paragraph (n) of
this AD.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(m) Actions accomplished prior to the
effective date of this AD, in accordance with
Fokker Service Bulletin SBF50-28-028,
dated May 20, 2010; or Service Bulletin
SBF50-28-031, dated May 20, 2010; as
applicable; are acceptable to comply with the
corresponding requirements of this AD.

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows:

Although EASA Airworthiness Directive
2010-0197, dated October 1, 2010, specifies
both revising the maintenance program to
include airworthiness limitations, and doing
certain repetitive actions (e.g., inspections)
and/or maintaining CDCCLs, this AD only
requires the revision. Requiring a revision of
the maintenance program, rather than
requiring individual repetitive actions and/or
maintaining CDCCLs, requires operators to
record AD compliance only at the time the
revision is made. Repetitive actions and/or
maintaining CDCCLs specified in the
airworthiness limitations must be complied
with in accordance with 14 CFR 91.403(c).

Other FAA AD Provisions

(n) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCGs): 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.
Send information to ATTN: Tom Rodriguez,
Aerospace Engineer, International Branch,
ANM-116, Transport Airplane Directorate,
FAA 1601 Lind Avenue, SW., Renton,
Washington 98057—3356; phone: 425-227—
1137; fax: 425-227-1149. Information may be
e-mailed 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.

(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.

Related Information

(o) Refer to MCAI European Aviation
Safety Agency (EASA) Airworthiness
Directive 2010-0197, dated October 01, 2010;
Fokker Service Bulletin SBF50-28-028,
Revision 1, dated September 15, 2010; and
Fokker Service Bulletin SBF50-28-031,
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Revision 1, dated September 15, 2010; for
related information.

Material Incorporated by Reference

(p) You must use Fokker Service Bulletin
SBF50-28-028, Revision 1, dated September
15, 2010; and Fokker Service Bulletin
SBF50-28-031, Revision 1, dated September
15, 2010; as applicable; to do the actions
required by this AD, unless the AD specifies
otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Fokker Services B.V.,
Technical Services Dept., P.O. Box 231, 2150
AE Nieuw-Vennep, the Netherlands; phone:
+31 (0)252—-627-350; fax: +31 (0)252—-627—
211; e-mail:
technicalservices.fokkerservices@stork.com;
Internet: http://www.myfokkerfleet.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 NARA, 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 March
22, 2011.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2011-7743 Filed 4-12—11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0263; Directorate
Identifier 2010-NM-105-AD; Amendment
39-16653; AD 2011-08-03]

RIN 2120-AA64

Airworthiness Directives; Airbus Model
A340-541 and -642 Airplanes

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

ACTION: Final rule; request for
comments.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of

another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

An operator has reported cracks on the aft
hinge FWD [forward] fittings of the NLG
[nose landing gear] aft doors (Right Hand
(RH) side or Left Hand (LH) side). The cracks
extended by approximately 15 millimetres
from the upper hole to the edge of the
fittings.

* * * Cracks on the NLG aft door fittings,
if not corrected, could lead to the loss in
flight of the door, possibly resulting in injury
to persons on the ground or aeroplane
damages.

* * * * *

This AD requires actions that are
intended to address the unsafe
condition described in the MCAL
DATES: This AD becomes effective April
28, 2011.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of April 28, 2011.

We must receive comments on this
AD by May 31, 2011.

ADDRESSES: You may send comments by
any of the following methods:

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

o Fax:(202) 493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-40, 1200 New Jersey Avenue, SE.,
Washington, DC, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

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 this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (phone:
800—647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT:
Vladimir Ulyanov, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone:
425-227-1138; fax: 425—-227-1149.

SUPPLEMENTARY INFORMATION:

Discussion

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Community, has issued EASA
Airworthiness Directive 2010-0028,
dated February 23, 2010 (referred to
after this as “the MCAI”), to correct an
unsafe condition for the specified
products. The MCAI states:

An operator has reported cracks on the aft
hinge FWD [forward] fittings of the NLG
[nose landing gear] aft doors (Right Hand
(RH) side or Left Hand (LH) side). The crack
extended by approximately 15 millimetres
from the upper hole to the edge of the
fittings.

Investigation has revealed that these cracks
have initiated due to fatigue loads and
propagated under bending load. Cracks on
the NLG aft door fittings, if not corrected,
could lead to the loss in flight of the door,
possibly resulting in injury to persons on the
ground or aeroplane damages.

Consequently, in order to maintain the
structural integrity of the NLG aft door aft
hinge attachment fittings, this AD requires
repetitive [detailed] inspections [for cracking]
of the area and fittings replacement in case
of finding [including repetitive high
frequency eddy current inspections or
fluorescent penetrant inspections for
cracking of the area for certain findings until
the replacement is done].

Required actions also include, for
airplanes on which the forward fitting of
the NLG aft door aft hinge is replaced,
repetitive detailed inspections for
cracking of the replaced fitting; and if
any cracking is found, replacement of
both forward and aft fittings by new
fittings on the aft hinge of the affected
NLG aft door. You may obtain further
information by examining the MCAI in
the AD docket.

Relevant Service Information

Airbus has issued Mandatory Service
Bulletin A340-52-5016, including
Appendices 01 and 02, Revision 02,
dated August 25, 2010. The actions
described in this service information are
intended to correct the unsafe condition
identified in the MCAL

FAA’s Determination and Requirements
of This AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are issuing this
AD because we evaluated all pertinent
information and determined the unsafe
condition exists and is likely to exist or
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develop on other products of the same
type design.

There are no products of this type
currently registered in the United States.
However, this rule is necessary to
ensure that the described unsafe
condition is addressed if any of these
products are placed on the U.S. Register
in the future.

Differences Between the AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow FAA policies.
Any such differences are highlighted in
a NOTE within the AD.

FAA’s Determination of the Effective
Date

Since there are currently no domestic
operators of this product, notice and
opportunity for public comment before
issuing this AD are unnecessary.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety, and
we did not precede it by notice and
opportunity for public comment. We
invite you to send any written relevant
data, views, or arguments about this AD.
Send your comments to an address
listed under the ADDRESSES section.
Include “Docket No. FAA-2011-0263;
Directorate Identifier 2010-NM-105—
AD” at the beginning of your comments.
We specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments
received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

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 that this AD:

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

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

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

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

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:

2011-08-03 Airbus: Amendment 39-16653.
Docket No. FAA-2011-0263; Directorate
Identifier 2010-NM-105-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective April 28, 2011.

Affected ADs
(b) None.
Applicability
(c) This AD applies to Airbus Model A340—

541 and —642 airplanes; certificated in any
category; all serial numbers.

Subject

(d) Air Transport Association (ATA) of
America Code 52: Doors.

Reason

(e) The mandatory continued airworthiness
information (MCALI) states:

An operator has reported cracks on the aft
hinge FWD [forward] fittings of the NLG
[nose landing gear] aft doors (Right Hand
(RH) side or Left Hand (LH) side). The cracks
extended by approximately 15 millimetres
from the upper hole to the edge of the
fittings.

* * *Cracks on the NLG aft door fittings,
if not corrected, could lead to the loss in
flight of the door, possibly resulting in injury
to persons on the ground or aeroplane
damages.

* * * * *

Compliance

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

Inspection

(g) At the applicable time specified in
paragraph (g)(1), (g)(2), or (g)(3) of this AD:
Perform a detailed inspection of the aft hinge
forward attachment fittings of the right and
left NLG aft doors, in accordance with the
Accomplishment Instructions of Airbus
Mandatory Service Bulletin A340-52-5016,
Revision 02, dated August 25, 2010.

(1) For airplanes having accumulated less
than 1,000 total flight cycles as of the
effective date of this AD: Prior to the
accumulation of 1,000 total flight cycles or
within 100 flight cycles after the effective
date of this AD, whichever occurs later.

(2) For airplanes having accumulated 1,000
or more total flight cycles, but less than 2,500
total flight cycles as of the effective date of
this AD: Within 100 flight cycles after the
effective date of this AD.

(3) For airplanes having accumulated 2,500
or more total flight cycles as of the effective
date of this AD: Within 50 flight cycles after
the effective date of this AD.

Repetitive Inspection

(h) If no cracking is found during the
inspection required by paragraph (g) of this
AD, repeat the detailed inspection specified
in paragraph (g) of this AD thereafter at
intervals not to exceed 500 flight cycles.

(i) If any cracking is found during any
inspection required by paragraph (g) or (h) of
this AD, before further flight, perform a high
frequency eddy current (HFEC) inspection for
cracking of the forward and aft attachment
fittings of the aft hinge on the affected aft


http://www.regulations.gov
http://www.regulations.gov

20498

Federal Register/Vol. 76, No. 71/Wednesday, April 13, 2011/Rules and Regulations

NLG door, in accordance with the
Accomplishment Instructions of Airbus
Mandatory Service Bulletin A340-52-5016,
Revision 02, dated August 25, 2010.

Repair

(j) If an additional crack finding is made
during any HFEC inspection required by
paragraph (i) of this AD, before further flight,
replace both forward and aft fittings with
new fittings on the aft hinge of the affected
NLG aft door, in accordance with the
Accomplishment Instructions of Airbus
Mandatory Service Bulletin A340-52-5016,
Revision 02, dated August 25, 2010.

(k) If no additional crack finding is made
during any HFEC inspection required by
paragraph (i) of this AD: Repeat the HFEC
inspection specified in paragraph (i) of this
AD thereafter at intervals not to exceed 10
flight cycles; or perform a fluorescent
penetrant inspection for cracking thereafter at
intervals not to exceed 3 flight cycles, in
accordance with the Accomplishment
Instructions of Airbus Mandatory Service
Bulletin A340-52-5016, Revision 02, dated
August 25, 2010, until the replacement
required by paragraph (k)(1) or (k)(2) of this
AD is done.

(1) If an additional crack is found during
any inspection required by paragraph (k) of
this AD, before further flight, replace both
forward and aft fittings with new fittings on
the aft hinge of the affected NLG aft door, in
accordance with the Accomplishment
Instructions of Airbus Mandatory Service
Bulletin A340-52-5016, Revision 02, dated
August 25, 2010.

(2) If no additional crack finding is made
during any HFEC inspection required by
paragraph (i) of this AD, or repetitive HFEC
inspection or fluorescent penetrant
inspection required by paragraph (k) of this
AD: Within 20 flight cycles after finding a
crack during the most recent inspection
required by paragraph (g) or (h) of this AD,
replace both forward and aft fittings with
new fittings on the aft hinge of the affected
NLG aft door, in accordance with the
Accomplishment Instructions of Airbus
Mandatory Service Bulletin A340-52-5016,
Revision 02, dated August 25, 2010.

(1) For airplanes on which the forward
fitting of the aft hinge of the NLG aft door is
replaced in accordance with paragraph (j) or
(k) of this AD: Prior to the accumulation of
1,000 flight cycles on the forward fitting,
perform the detailed inspection required in
paragraph (g) of this AD, and thereafter the
applicable repetitive inspection required in
paragraph (h) of this AD, and apply the
applicable actions required in paragraphs (i),
(j), and (k) of this AD.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(m) Inspections accomplished before the
effective date of this AD according to Airbus
Mandatory Service Bulletin A340-52-5016,
dated February 1, 2010; or Airbus Mandatory
Service Bulletin A340-52—-5016, Revision 01,
dated March 30, 2010; are considered
acceptable for compliance with the
corresponding action specified in this AD.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows: The
MCAI does not specify corrective action if
cracking is found during a fluorescent
penetrant inspection. This AD specifies
replacing both forward and aft fittings with
new fittings on the aft hinge of the affected
nose landing gear aft door, in accordance
with the Accomplishment Instructions of
Airbus Mandatory Service Bulletin A340-52—
5016, Revision 02, dated August 25, 2010.

Other FAA AD Provisions

(n) 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 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:
Vladimir Ulyanov, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue, SW., Renton, Washington 98057—
3356; telephone: 425-227-1138; fax: 425—
227-1149. Information may be e-mailed 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
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.

Related Information

(o) Refer to MCAI EASA Airworthiness
Directive 2010-0028, dated February 23,
2010; and Airbus Mandatory Service Bulletin
A340-52-5016, Revision 02, dated August
25, 2010; for related information.

Material Incorporated by Reference

(p) You must use Airbus Mandatory
Service Bulletin A340-52-5016, excluding
Appendix 01 and including Appendix 02,
Revision 02, dated August 25, 2010, to do the
actions required by this AD, unless the AD
specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Airbus SAS—Airworthiness
Office—EAL, 1 Rond Point Maurice Bellonte,
31707 Blagnac Cedex, France; telephone: +33
561 93 36 96; fax: +33 5 61 93 45 80; e-mail:
airworthiness.A330-A340@airbus.com,;
Internet: http://www.airbus.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 NARA, 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 March
25, 2011.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-8278 Filed 4-12-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2009-0703; Directorate
Identifier 2009-NM-093—-AD; Amendment
39-16654; AD 2011-08-04]

RIN 2120-AA64

Airworthiness Directives; Bombardier,
Inc. Model CL-600-2C10 (Regional Jet
Series 700, 701 & 702) Airplanes,
Model CL-600-2D15 (Regional Jet
Series 705) Airplanes, and Model CL-
600-2D24 (Regional Jet Series 900)
Airplanes

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

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

There have been four reports of loose or
detached main landing gear torque link apex
pin locking plate and the locking plate
retainer bolt. This condition could result in
torque link apex pin disengagement, heavy
vibration during landing, damage to main
landing gear components and subsequent
main landing gear collapse.

* * * * *

We are issuing this AD to require

actions to correct the unsafe condition
on these products.
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DATES: This AD becomes effective May
18, 2011.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of May 18, 2011.

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:
Craig Yates, Aerospace Engineer,
Airframe and Mechanical Systems
Branch, ANE-171, FAA, New York
Aircraft Certification Office, 1600
Stewart Avenue, Suite 410, Westbury,
New York 11590; phone: 516-228-7355;
fax: 516—794-5531; e-mail:
Craig.Yates@faa.gov.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a supplemental notice of
proposed rulemaking (NPRM) to amend
14 CFR part 39 to include an AD that
would apply to the specified products.
That supplemental NPRM was
published in the Federal Register on
January 11, 2011 (76 FR 1556). That
supplemental NPRM proposed to
correct an unsafe condition for the
specified products. The MCALI states:

There have been four reports of loose or
detached main landing gear torque link apex
pin locking plate and the locking plate
retainer bolt. This condition could result in
torque link apex pin disengagement, heavy
vibration during landing, damage to main
landing gear components and subsequent
main landing gear collapse.

Investigation has determined that incorrect
stack-up tolerances of the apex joint or
improper installation of the locking plate and
apex nut could result in torque link apex pin
disengagement. This directive mandates [a
one-time detailed] inspection of the torque
link apex joint [for correct installation and
damage, and corrective actions if necessary]
and replacement of the torque link apex nut.

The corrective actions include re-
installing parts that are not correctly
installed and replacing damaged parts.
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
supplemental NPRM or on the
determination of the cost to the public.

Conclusion

We reviewed the available data and
determined that air safety and the

public interest require adopting the AD
as proposed in the supplemental NPRM.

Differences Between This AD and the
MCAI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCALI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Costs of Compliance

Based on the service information, we
estimate that this AD will affect about
361 products of U.S. registry. We also
estimate that it will take about 5 work-
hours per product to comply with the
basic requirements of this AD. The
average labor rate is $85 per work-hour.
Based on these figures, we estimate the
cost of the AD on U.S. operators to be
$153,425, or $425 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, 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:

2011-08-04 Bombardier, Inc.: Amendment
39-16654. Docket No. FAA—-2009-0703;
Directorate Identifier 2009-NM—-093—-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective May 18, 2011.
Affected ADs

(b) None.
Applicability

(c) This AD applies to the Bombardier
airplanes identified in paragraphs (c)(1) and
(c)(2) of this AD, certificated in any category.

(1) Model CL-600-2C10 (Regional Jet
Series 700, 701 & 702) airplanes, serial
numbers (S/Ns) 10003 and subsequent.
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(2) Model CL-600-2D15 (Regional Jet
Series 705) airplanes and Model CL-600—
2D24 (Regional Jet Series 900) airplanes, S/
Ns 15001 and subsequent.

Subject

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

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

There have been four reports of loose or
detached main landing gear torque link apex
pin locking plate and the locking plate
retainer bolt. This condition could result in
torque link apex pin disengagement, heavy
vibration during landing, damage to main
landing gear components and subsequent
main landing gear collapse.

Investigation has determined that incorrect
stack-up tolerances of the apex joint or
improper installation of the locking plate and
apex nut could result in torque link apex pin
disengagement. This directive mandates [a
one-time detailed] inspection of the torque
link apex joint [for correct installation and
damage, and corrective actions if necessary]
and replacement of the torque link apex nut.

Compliance

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

Inspection for Part Number (P/N) and Serial
Number (S/N)

(g) For all airplanes identified in
paragraphs (c)(1) and (c)(2) of this AD:
Within 900 flight hours after the effective
date of this AD, inspect the main landing
gear (MLG) shock strut assemblies to
determine whether an MLG shock strut
assembly having P/Ns 49000-11 through
49000-22 inclusive and a S/N 0001 through
0284 inclusive is installed. A review of
airplane maintenance records is acceptable in
lieu of this inspection if the part and serial
numbers of the MLG shock strut assembly
can be conclusively determined from that
review.

Inspection of the Torque Link Apex Joint

(h) For any MLG shock strut assembly
having P/Ns 49000—11 through 49000-22
inclusive and a S/N 0001 through 0284
inclusive found installed during the
inspection or records check required by
paragraph (g) of this AD: Within 900 flight
hours after the effective date of this AD,
perform a one-time detailed inspection and
all applicable corrective actions on the torque
link apex joint, in accordance with Part A of
the Accomplishment Instructions of
Bombardier Service Bulletin 670BA—-32-019,
Revision A, dated September 18, 2008,
except as provided by paragraph (1) of this
AD. Do all applicable corrective actions
before further flight.

Replacement or Rework of the Apex Nut

(i) For any MLG shock strut assembly
identified during the inspection or records
check required by paragraph (g) of this AD:
Within 4,500 flight hours after the effective
date of this AD, replace or rework the apex

nut, in accordance with Part B of the
Accomplishment Instructions of Bombardier
Service Bulletin 670BA—-32-019, Revision A,
dated September 18, 2008.

Parts Installation

(j) As of the effective date of this AD, no
person may install, on any airplane, a
replacement MLG shock strut assembly
identified in paragraph (j)(1) or (j)(2) of this
AD, unless it has been reworked in
accordance with paragraph B. of Part B of the
Accomplishment Instructions of Bombardier
Service Bulletin 670BA—-32-019, Revision A,
dated September 18, 2008.

(1) Part numbers 49000-11 through 49000—
22 inclusive, and with a serial number in the
range of S/Ns 0001 through 0284 inclusive
(the serial number can start with “MA,”
“MAL,” or “MA-").

(2) Part numbers 490505 through 49050-
10 inclusive, and with a serial number in the
range of S/Ns 1001 through 1114 inclusive
(the serial number can start with “MA,”
“MAL,” or “MA-").

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(k) Inspections, corrective actions,
replacements, and rework accomplished
before the effective date of this AD in
accordance with Bombardier Service Bulletin
670BA-32-019, dated March 16, 2006, are
considered acceptable for compliance with
the corresponding actions specified in this
AD.

(1) The inspections specified in paragraph
(h) of this AD are not required if the actions
specified in paragraph (i) of this AD have
already been accomplished; or if Bombardier
Repair Engineering Order 670-32-11-0022,
dated October 22, 2005, or Goodrich Service
Concession Request SCR 0056—05, dated
October 22, 2005; has been incorporated.

FAA AD Differences

Note 1: The MCAI specifies to inspect only
airplanes having certain serial numbers that
are part of the MCAI applicability. Because
the affected part could be rotated onto any of
the airplanes listed in the applicability, this
AD requires that the inspection be done on
all airplanes. We have coordinated this with
the Transport Canada Civil Aviation (TCCA).

Other FAA AD Provisions

(m) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, New York Aircraft
Certification Office (ACO), ANE-170, FAA,
has the authority to approve AMOC:s for this
AD, if requested using the procedures found
in 14 CFR 39.19. Send information to ATTN:
Program Manager, Continuing Operational
Safety, FAA, New York ACO, 1600 Stewart
Avenue, Suite 410, Westbury, New York
11590; telephone 516-228-7300; fax 516—
794-5531. 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
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.

Special Flight Permits

(n) Special flight permits, as described in
Section 21.197 and Section 21.199 of the
Federal Aviation Regulations (14 CFR 21.197
and 21.199), are not allowed.

Related Information

(o) Refer to MCAI Canadian Airworthiness
Directive CF—2009-20, dated May 1, 2009;
and Bombardier Service Bulletin 670BA—32—
019, Revision A, dated September 18, 2008;
for related information.

Material Incorporated by Reference

(p) You must use Bombardier Service
Bulletin 670BA—-32-019, Revision A, dated
September 18, 2008, to do the actions
required by this AD, unless the AD specifies
otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Bombardier, Inc., 400 Cote-
Vertu Road West, Dorval, Quebec H4S 1Y9,
Canada; phone: 514-855-5000; fax: 514—-855—
7401; e-mail: thd.crj@aero.bombardier.com;
Internet: http://www.bombardier.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 NARA, 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 March
23, 2011.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2011-8196 Filed 4-12-11; 8:45 am]|
BILLING CODE 4910-13-P
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0325; Directorate
Identifier 2010-NM—278-AD; Amendment
39-16652; AD 2011-08-02]

RIN 2120-AA64

Airworthiness Directives; Fokker
Services B.V. Model F.27 Mark 050
Airplanes

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

ACTION: Final rule; request for
comments.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

[T]he Federal Aviation Administration
(FAA) has published Special Federal
Aviation Regulation (SFAR) 88, and the Joint
Aviation Authorities (JAA) has published
Interim Policy INT/POL/25/12. The design
review conducted by Fokker Services on the
Fokker 50 and Fokker 60 in response to these
regulations revealed that, if chafing occurs
between the Fuel Quantity Probe (FQP) and
the probe wiring, with additional factors, this
may result in an ignition source in the wing
tank vapour space.

This condition, if not corrected, in
combination with flammable fuel vapours,
could result in a wing fuel tank explosion
and consequent loss of the aeroplane.

This AD requires actions that are
intended to address the unsafe
condition described in the MCAL
DATES: This AD becomes effective April
28, 2011.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of April 28, 2011.

We must receive comments on this
AD by May 31, 2011.

ADDRESSES: You may send comments by
any of the following methods:

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

e Fax:(202) 493—-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—

30, West Building Ground Floor, Room
W12-40, 1200 New Jersey Avenue, SE.,
Washington, DC, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

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 this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (phone:
800-647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

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

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Community, has issued EASA
Airworthiness Directive 2010-0157,
dated August 3, 2010 (referred to after
this as “the MCATI”), to correct an unsafe
condition for the specified products.
The MCALI states:

[T]he Federal Aviation Administration
(FAA) has published Special Federal
Aviation Regulation (SFAR) 88, and the Joint
Aviation Authorities (JAA) has published
Interim Policy INT/POL/25/12. The design
review conducted by Fokker Services on the
Fokker 50 and Fokker 60 in response to these
regulations revealed that, if chafing occurs
between the Fuel Quantity Probe (FQP) and
the probe wiring, with additional factors, this
may result in an ignition source in the wing
tank vapour space.

This condition, if not corrected, in
combination with flammable fuel vapours,
could result in a wing fuel tank explosion
and consequent loss of the aeroplane.

For the reasons described above, this AD
requires a one-time [general visual]
inspection to check for the presence of a
rubber sleeve and cable tie near each FQP in
both wing tanks and, depending on findings,
the installation of a sleeve and cable tie.

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

The FAA has examined the
underlying safety issues involved in fuel
tank explosions on several large
transport airplanes, including the
adequacy of existing regulations, the
service history of airplanes subject to
those regulations, and existing

maintenance practices for fuel tank
systems. As a result of those findings,
we issued a regulation titled “Transport
Airplane Fuel Tank System Design
Review, Flammability Reduction and
Maintenance and Inspection
Requirements” (66 FR 23086, May 7,
2001). In addition to new airworthiness
standards for transport airplanes and
new maintenance requirements, this
rule included Special Federal Aviation
Regulation No. 88 (“SFAR 88,”
Amendment 21-78, and subsequent
Amendments 21-82 and 21-83).

Among other actions, SFAR 88
requires certain type design (i.e., type
certificate (TC) and supplemental type
certificate (STC)) holders to substantiate
that their fuel tank systems can prevent
ignition sources in the fuel tanks. This
requirement applies to type design
holders for large turbine-powered
transport airplanes and for subsequent
modifications to those airplanes. It
requires them to perform design reviews
and to develop design changes and
maintenance procedures if their designs
do not meet the new fuel tank safety
standards. As explained in the preamble
to the rule, we intended to adopt
airworthiness directives to mandate any
changes found necessary to address
unsafe conditions identified as a result
of these reviews.

In evaluating these design reviews, we
have established four criteria intended
to define the unsafe conditions
associated with fuel tank systems that
require corrective actions. The
percentage of operating time during
which fuel tanks are exposed to
flammable conditions is one of these
criteria. The other three criteria address
the failure types under evaluation:
single failures, single failures in
combination with a latent condition(s),
and in-service failure experience. For all
four criteria, the evaluations included
consideration of previous actions taken
that may mitigate the need for further
action.

The Joint Aviation Authorities (JAA)
has issued a regulation that is similar to
SFAR 88. (The JAA is an associated
body of the European Civil Aviation
Conference (ECAC) representing the
civil aviation regulatory authorities of a
number of European States who have
agreed to co-operate in developing and
implementing common safety regulatory
standards and procedures.) Under this
regulation, the JAA stated that all
members of the ECAC that hold type
certificates for transport category
airplanes are required to conduct a
design review against explosion risks.

We have determined that the actions
identified in this AD are necessary to
reduce the potential of ignition sources
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inside fuel tanks, which, in combination
with flammable fuel vapors, could result
in fuel tank explosions and consequent
loss of the airplane.

Relevant Service Information

Fokker Services B.V. has issued
Fokker Service Bulletin SBF50-28-027,
Revision 1, dated August 20, 2010. The
actions described in this service
information are intended to correct the
unsafe condition identified in the
MCAL

FAA’s Determination and Requirements
of This AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are issuing this
AD because we evaluated all pertinent
information and determined the unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

There are no products of this type
currently registered in the United States.
However, this rule is necessary to
ensure that the described unsafe
condition is addressed if any of these
products are placed on the U.S. Register
in the future.

Differences Between the AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow FAA policies.
Any such differences are highlighted in
a NOTE within the AD.

FAA’s Determination of the Effective
Date

Since there are currently no domestic
operators of this product, notice and
opportunity for public comment before
issuing this AD are unnecessary.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety, and
we did not precede it by notice and
opportunity for public comment. We

invite you to send any written relevant
data, views, or arguments about this AD.
Send your comments to an address
listed under the ADDRESSES section.
Include “Docket No. FAA-2011-0325;
Directorate Identifier 2010-NM-278—
AD” at the beginning of your comments.
We specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments
received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle [,
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.

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:

2011-08-02 Fokker Services B.V.:
Amendment 39-16652. Docket No.
FAA-2011-0325; Directorate Identifier
2010-NM-278-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective April 28, 2011.

Affected ADs
(b) None.
Applicability
(c) This AD applies to Fokker Services B.V.

Model F.27 Mark 050 airplanes; certificated
in any category; all serial numbers.

Note 1: This AD requires revisions to
certain operator maintenance documents to
include new actions (e.g., inspections) and/
or critical design configuration control
limitations (CDCCLs). Compliance with these
actions and/or CDCCLs is required by 14 CFR
91.403(c). For airplanes that have been
previously modified, altered, or repaired in
the areas addressed by this AD, the operator
may not be able to accomplish the actions
described in the revisions. In this situation,
to comply with 14 CFR 91.403(c), the
operator must request approval of an
alternative method of compliance (AMOC)
according to paragraph (1) of this AD. The
request should include a description of
changes to the required actions that will
ensure the continued operational safety of
the airplane.

Subject

(d) Air Transport Association (ATA) of
America Code 28: Fuel.

Reason

(e) The mandatory continued airworthiness
information (MCALI) states:

[TThe Federal Aviation Administration
(FAA) has published Special Federal
Aviation Regulation (SFAR) 88, and the Joint
Aviation Authorities (JAA) has published
Interim Policy INT/POL/25/12. The design
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review conducted by Fokker Services on the
Fokker 50 and Fokker 60 in response to these
regulations revealed that, if chafing occurs
between the Fuel Quantity Probe (FQP) and
the probe wiring, with additional factors, this
may result in an ignition source in the wing
tank vapour space.

This condition, if not corrected, in
combination with flammable fuel vapours,
could result in a wing fuel tank explosion
and consequent loss of the aeroplane.

Compliance

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

Inspection and Installation

(g) At a scheduled opening of the fuel
tanks, but not later than 13 years after the
effective date of this AD, do a general visual
inspection for the presence of the rubber
sleeve and cable tie on the cables of each
FQP, in accordance with Part 1 of the
Accomplishment Instructions of Fokker
Service Bulletin SBF50-28-027, Revision 1,
dated August 20, 2010.

(h) If, during the inspection required by
paragraph (g) of this AD, an FQP does not
have the rubber sleeve or cable tie installed:
Before further flight, install the rubber sleeve
and cable tie on the affected FQP and wiring,
in accordance with Part 2 of the
Accomplishment Instructions of Fokker
Service Bulletin SBF50-28-027, Revision 1,
dated August 20, 2010.

Maintenance Program Revision To Add Fuel
Airworthiness Limitation

(i) Before further flight after accomplishing
the inspection required by paragraph (g) of
this AD: Revise the airplane maintenance
program by incorporating the CDCCL
specified in paragraph 1.L.(1)(c) of Fokker
Service Bulletin SBF50-28-027, Revision 1,
dated August 20, 2010.

No Alternative Actions, Intervals, and/or
CDCCLs

(j) After accomplishing the revision
required by paragraph (i) of this AD, no
alternative actions (e.g., inspection, interval)
and/or CDCCLs may be used unless the
actions, intervals, and/or CDCCLs are
approved as an AMOC in accordance with
the procedures specified in paragraph (1) of
this AD.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(k) Actions accomplished before the
effective date of this AD according to Fokker
Service Bulletin SBF50-28-027, dated May
27, 2010, are considered acceptable for
compliance with the corresponding action
specified in this AD.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows:

Although EASA Airworthiness Directive
2010-0157, dated August 3, 2010, specifies
both revising the maintenance program to
include airworthiness limitations, and doing
certain repetitive actions (e.g., inspections)

and/or maintaining CDCCLs, this AD only
requires the revision. Requiring a revision of
the maintenance program, rather than
requiring individual repetitive actions and/or
maintaining CDCCLs, requires operators to
record AD compliance only at the time the
revision is made. Repetitive actions and/or
maintaining CDCCLs specified in the
airworthiness limitations must be complied
with in accordance with 14 CFR 91.403(c).

Other FAA AD Provisions

(1) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOGs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, 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; phone: 425-227-1137; fax: 425-227—
1149. Information may be e-mailed 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
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.

Related Information

(m) Refer to MCAI EASA Airworthiness
Directive 2010-0157, dated August 3, 2010;
and Fokker Service Bulletin SBF50-28-027,
Revision 1, dated August 20, 2010; for related
information.

Material Incorporated by Reference

(n) You must use Fokker Service Bulletin
SBF50-28-027, Revision 1, dated August 20,
2010, to do the actions required by this AD,
unless the AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Fokker Services B.V.,
Technical Services Dept., P.O. Box 231, 2150
AE Nieuw-Vennep, the Netherlands;
telephone: +31 (0)252-627-350; fax: +31
(0)252—627-211; e-mail: technicalservices.
fokkerservices@stork.com; Internet: http://
www.myfokkerfleet.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 NARA, 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 March
25, 2011.

Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-8065 Filed 4-12—11; 8:45 am|]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2010-1161; Directorate
Identifier 2010-NM-152-AD; Amendment
39-16658; AD 2011-08-08]

RIN 2120-AA64

Airworthiness Directives; Empresa
Brasileira de Aeronautica S.A.
(EMBRAER) Model ERJ 170 and ERJ
190 Airplanes

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

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

It has been found occurrence of screw units
manufactured with metallographic non-
conformity that may increase their
susceptibility to brittle fracture. The screw
failure may result in loss of the related
balance washer causing a possible ram air
turbine (RAT) imbalance event, which may
result in RAT structural failure, which
associated with an electrical emergency
situation, could result in loss of power to
airplane flight controls hydraulic back-up
system.

* * * * *

Loss of power to the hydraulic back-up
system for airplane flight controls could
reduce the ability of the flightcrew to
maintain the safe flight and landing of
the airplane. We are issuing this AD to
require actions to correct the unsafe
condition on these products.
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DATES: This AD becomes effective May
18, 2011.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of May 18, 2011.

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:
Cindy Ashforth, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-2768; 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 December 1, 2010 (75 FR
74670). That NPRM proposed to correct
an unsafe condition for the specified
products. The MCALI states:

It has been found occurrence of screw units
manufactured with metallographic non-
conformity that may increase their
susceptibility to brittle fracture. The screw
failure may result in loss of the related
balance washer causing a possible ram air
turbine (RAT) imbalance event, which may
result in RAT structural failure, which
associated with an electrical emergency
situation, could result in loss of power to
airplane flight controls hydraulic back-up
system.

* * * * *

Loss of power to the hydraulic back-up
system for airplane flight controls could
reduce the ability of the flightcrew to
maintain the safe flight and landing of
the airplane. Required actions include
doing a general visual inspection to
determine the model, part number, and
serial number of the RAT, and to
determine if a certain symbol is marked
on affected RATSs. Corrective actions
include replacing the RAT balance
screw and marking the RAT
identification plate. 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
considered the comment received.

Request To Include Service Bulletin for
Model ERJ 190-100 ECJ Airplanes

EMBRAER requested that we add
EMBRAER Service Bulletin 190LIN-24—
0006, dated July 27, 2010, to the NPRM,
because it applies to Model ER] 190-100
EC]J airplanes which are included in the
NPRM applicability. The commenter
requested that we change paragraphs (g),
(h), (i), and (k) of the NPRM
accordingly.

We agree that EMBRAER Service
Bulletin 190LIN-24-0006, dated July
27, 2010, is acceptable for
accomplishing the required actions of
the AD for Model ERJ 190-100 EC]J
airplanes. We have added a new
paragraph (i) to this AD (and
renumbered subsequent paragraphs
accordingly) to refer to that service
bulletin as an optional method of
compliance for the requirements of this
AD for those airplanes. This addition
has been coordinated with the Agéncia
Nacional de Aviagdo Civil (ANAC), the
aviation authority for Brazil.

Clarification of Terminology

Paragraph (g)(2)(ii) of the NPRM
specified to “replace the RAT balance
screw with a new balance screw,” while
some RATs in fact have more than one
balance screw. We have clarified that
instruction by stating “replace the RAT
balance screw(s) with a new balance
screw(s),” in this final rule.

Conclusion

We reviewed the available data,
including the comment received, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously.
We determined that these changes will
not increase the economic burden on
any operator or increase the scope of the
AD.

Differences Between This AD and the
MCAI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Costs of Compliance

We estimate that this AD will affect
about 241 products of U.S. registry. We
also estimate that it will take about 9
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 $0 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 this AD
to the U.S. operators to be $184,365, or
$765 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.
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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, 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:

2011-08-08 Empresa Brasileira de
Aeronautica S.A. (EMBRAER):
Amendment 39-16658. Docket No.
FAA-2010-1161; Directorate Identifier
2010-NM-152—-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective May 18, 2011.

Affected ADs

(b) None.
Applicability

(c) This AD applies to all Empresa
Brasileira de Aeronautica S.A. (EMBRAER)
Model ER]J 170-100 LR, —100 STD, —100 SE,
and —100 SU airplanes; and Model ER] 170-
200 LR, —200 SU, and —200 STD airplanes;
and Model ERJ 190-100 STD, —100 LR, —100
ECJ, and —100 IGW airplanes; and Model ER]
190-200 STD, —200 LR, and —200 IGW
airplanes; certificated in any category.

Subject

(d) Air Transport Association (ATA) of
America Code 24: Electrical power.
Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

It has been found occurrence of screw units
manufactured with metallographic non-

conformity that may increase their
susceptibility to brittle fracture. The screw
failure may result in loss of the related
balance washer causing a possible ram air
turbine (RAT) imbalance event, which may
result in RAT structural failure, which
associated with an electrical emergency
situation, could result in loss of power to
airplane flight controls hydraulic back-up
system.

* * * * *

Loss of power to the hydraulic back-up
system for airplane flight controls could
reduce the ability of the flightcrew to
maintain the safe flight and landing of the
airplane.

Compliance

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

Actions

(g) Within 1,200 flight hours or 6 months
after the effective date of this AD, whichever
occurs first: Do a general visual inspection
(GVI) to determine the RAT model, part
number, and serial number, in accordance
with Part 1 of the Accomplishment
Instructions of EMBRAER Service Bulletin
170-24-0048, Revision 01, dated May 12,
2010; or EMBRAER Service Bulletin 190—24—
0019, Revision 01, dated May 11, 2010; as
applicable. A review of airplane maintenance
records is acceptable in lieu of this
inspection if the model, part number, and
serial number of the RAT can be conclusively
determined from that review.

Note 1: For the purpose of this AD, a GVI
is: “A visual examination of an interior or
exterior area, installation or assembly to
detect obvious damage, failure or irregularity.
This level of inspection is made from within
touching distance, unless otherwise
specified. A mirror may be necessary to
enhance visual access to all exposed surfaces
in the inspection area. This level of
inspection is made under normally available
lighting conditions such as daylight, hangar
lighting, flashlight or drop-light, and may
require removal or opening of access panels
or doors. Stands, ladders or platforms may be
required to gain proximity to the area being
checked.”

(1) For any RAT not having a serial number
identified in EMBRAER Service Bulletin
170-24-0048, Revision 01, dated May 12,
2010; or EMBRAER Service Bulletin 190-24—
0019, Revision 01, dated May 11, 2010: No
further action is required by this paragraph.

(2) For any RAT having a serial number
identified in EMBRAER Service Bulletin
170-24-0048, Revision 01, dated May 12,
2010; or EMBRAER Service Bulletin 190-24—
0019, Revision 01, dated May 11, 2010:
Within 1,200 flight hours or 6 months after
the effective date of this AD, whichever
occurs first, inspect to determine if the
symbol “24-5” is marked on the RAT
identification plate. A review of airplane
maintenance records is acceptable in lieu of
this inspection if the RAT identification plate
can be conclusively determined to be marked
with “24-5” from that review.

(i) If the symbol “24-5” is marked on the
RAT identification plate: No further action is
required by this paragraph.

(ii) If the symbol “24-5” is not marked on
the RAT identification plate: Within 1,200
flight hours or 6 months after the effective
date of this AD, whichever occurs first,
replace the RAT balance screw(s) with a new
balance screw(s), and mark the RAT
identification plate with the symbol “24-5,”
in accordance with Part 2 of the
Accomplishment Instructions of EMBRAER
Service Bulletin 170-24—0048, Revision 01,
dated May 12, 2010; or EMBRAER Service
Bulletin 190-24-0019, Revision 01, dated
May 11, 2010; as applicable.

(h) As of the effective date of this AD, no
person may install a RAT identified in Part
1 of the Accomplishment Instructions of
EMBRAER Service Bulletin 170-24—0048,
Revision 01, dated May 12, 2010; or
EMBRAER Service Bulletin 190-24—-0019,
Revision 01, dated May 11, 2010; as
applicable; on any airplane, unless that RAT
is identified with the symbol “24-5” on the
identification plate.

Acceptable Method of Compliance for Model
ERJ 190-100 ECJ Airplanes

(i) Actions accomplished in accordance
with EMBRAER Service Bulletin 190LIN-24—
0006, dated July 27, 2010, for Model ER]
190-100 ECJ airplanes, are considered
acceptable for compliance with the
corresponding actions specified in this AD.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(j) Actions accomplished before the
effective date of this AD in accordance with
EMBRAER Service Bulletins 170-24-0048 or
190-24-0019, both dated March 31, 2010, as
applicable, are considered acceptable for
compliance with the corresponding actions
specified in this AD.

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows:

(1) The Brazilian ADs apply to “airplanes
equipped with Hamilton Sundstrand ram air
turbine (RAT), Model ERPS37T, Part Number
(P/N) 1703781 Series; with the serial
numbers (S/N) contained in Embraer Service
Bulletin[s 170-24—0048 or 190-24—-0019],”
and their first action is an inspection to
determine if affected equipment is installed.
This AD applies to all of the airplanes, with
the first action in the AD being an inspection
to determine if affected equipment is
installed, because the affected part could be
rotated onto any of the airplanes listed in the
applicability of this AD.

(2) Although the MCALI states not to install
the part identified in paragraph (h) of this AD
after accomplishing the actions specified in
paragraph (g)(2) of this AD, this AD prohibits
installation of the part as of the effective date
of this AD.

Other FAA AD Provisions
(k) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCGs): The Manager, International


http://www.regulations.gov
http://www.regulations.gov

20506

Federal Register/Vol. 76, No. 71/Wednesday, April 13, 2011/Rules and Regulations

Branch, ANM-116, Transport Airplane
Directorate, 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:
Cindy Ashforth, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue, SW., Renton, Washington 98057—

3356; telephone (425) 227-2768; fax (425)
227-1149. Information may be e-mailed 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
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,

TABLE 1—RELATED SERVICE INFORMATION

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.

Related Information

(1) Refer to MCALI Brazilian Airworthiness
Directives 2010-06—04 and 2010-06—05, both
dated July 26, 2010, and the service
information identified in table 1 of this AD,
for related information.

EMBRAER Service Bulletin Revision Date
T70-24-0048 ...ttt e et e e et e e e e e e et e e ear e e e et a e e e aaaeeeaaeeeearaeeeanreaeanaeas [0 RS May 12, 2010.
S0 00 RPN O e May 11, 2010.
TOOLIN=24—0006 .......ooeeiueeeierieeeieeeeetee e eete e e e ee e e e be e e e eabe e e staee e ssaeesasneeesasseaesasreeesnneeas Original ..oocveeiiiieeee e July 27, 2010.

Material Incorporated by Reference

(m) You must use the applicable service
information contained in Table 2 of this AD
to do the actions required by this AD, unless
the AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Empresa Brasileira de

Aeronautica S.A. (EMBRAER), Technical
Publications Section (PC 060), Av. Brigadeiro
Faria Lima, 2170—Putim—12227-901 Sao
Jose dos Campos—SP—BRASIL; telephone:
+55 12 3927-5852 or +55 12 3309-0732; fax:
+55 12 3927-7546; e-mail:
distrib@embraer.com.br; Internet: http://
www.flyembraer.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 NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal register/
code of federal regulations/
ibr locations.html.

TABLE 2—MATERIAL INCORPORATED BY REFERENCE

EMBRAER Service Bulletin Revision Date
T70-24—0048 .....ooeeeeieeeeee et eee e et e e e e e e e e e e e e et —ee e e aa e e e aaaeeeanaeeeennreeeeraean 00 s May 12, 2010.
190240019 ..ot e e e e e e e e e — e e e e e e et —raaaeeeaaanrraaaaeas 00 s May 11, 2010.
TOOLIN=24—0006 .......oeeeireieierireeiieeeeiteeesite e e see e e s beeesasaeeesnsaeeessaeeeasneeesasseeesnsseeesseeas Original ..oocveeieiiiieeeeee e July 27, 2010.

Issued in Renton, Washington, on March
24, 2011.

Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-8411 Filed 4-12-11; 8:45 am]
BILLING CODE 4910-13-P

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Part 240

[Release No. 34-64251]

Technical Amendment to Rule 19b—4:
Filings With Respect to Proposed Rule

Changes by Self-Regulatory
Organizations

AGENCY: Securities and Exchange
Commission.

ACTION: Final rule.

SUMMARY: The Securities and Exchange
Commission (“Commission”) is
amending Rule 19b—4(a) under the

Securities Exchange Act of 1934 (the
“Exchange Act”) so that references to
“business day” in Section 19(b) of the
Exchange Act and Rule 19b—4
thereunder refer to a day other than a
Saturday, Sunday, Federal holiday, a
day that the U.S. Office of Personnel
Management (“OPM”) has announced
that Federal agencies in the Washington,
DC area are closed to the public, a day
on which the Commission is subject to
a Federal government shutdown in the
event of a lapse in appropriations, or a
day on which the Commission’s
Washington, DC office is otherwise not
open for regular business.

DATES: Effective Date: April 13, 2011.

FOR FURTHER INFORMATION CONTACT:
Richard Holley III, Assistant Director, at
(202) 551-5614, Division of Trading and
Markets, Securities and Exchange
Commission, 100 F Street, NE.,
Washington, DC 20549-7010.

SUPPLEMENTARY INFORMATION:

I. Filing of SRO Proposed Rule Changes
A. Background

Section 19(b)(1) of the Exchange Act?
requires self-regulatory organizations
(“SR0Os”), including national securities
exchanges, registered securities
associations, registered clearing
agencies, and the Municipal Securities
Rulemaking Board,? to file with the
Commission any proposed rule change,3

115 U.S.C. 78s(b)(1).

2 See Section 3(a)(26) of the Exchange Act, 15
U.S.C. 78c(a)(26) (defining the term “self-regulatory
organization” to mean any national securities
exchange, registered securities association,
registered clearing agency, and, for purposes of
Section 19(b) and other limited purposes, the
Municipal Securities Rulemaking Board).

3 Section 19(b)(1) of the Exchange Act defines a
“proposed rule change” as “any proposed rule, or
any proposed change in, addition to, or deletion
from the rules of” an SRO. 15 U.S.C. 78s(b)(1).
Section 3(a)(27) of the Exchange Act defines “rules”
to include “the constitution, articles of
incorporation, bylaws, and rules, or instruments
corresponding to the foregoing * * * and such of
the stated policies, practices, and interpretations of
such exchange, association, or clearing agency as


http://www.archives.gov/federal_register/code_of_federal_regulations/ibr_locations.html
http://www.archives.gov/federal_register/code_of_federal_regulations/ibr_locations.html
http://www.archives.gov/federal_register/code_of_federal_regulations/ibr_locations.html
mailto:9-ANM-116-AMOC-REQUESTS@faa.gov
mailto:9-ANM-116-AMOC-REQUESTS@faa.gov
http://www.flyembraer.com
http://www.flyembraer.com
mailto:distrib@embraer.com.br
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which must be submitted on Form 19b—
44 in accordance with the General
Instructions thereto. Once a proposed
rule change has been filed, the
Commission is required to publish it in
the Federal Register to provide an
opportunity for public comment.> A
proposed rule change generally may not
take effect unless it is either approved
by the Commission pursuant to Section
19(b)(2) of the Exchange Act® or is
designated by the SRO to become
effective upon filing pursuant to Section
19(b)(3)(A) of the Exchange Act.” The
Commission’s Division of Trading and
Markets, on behalf of the Commission,
is responsible for the day-to-day review
of SRO proposed rule changes.?

There may be days, in addition to
Saturday, Sunday and Federal holidays,
on which the Commission’s
Washington, DC offices are not open for
regular business. For example, a lapse in
appropriations or an announcement by
OPM that Federal agencies are closed
for business may cause the
Commission’s Washington DC offices to
not be open for regular business. To
make clear that “business day” does not
include those days, the Commission is
hereby adopting a technical amendment
to Rule 19b—4 to state what constitute
“business days” for purposes of Section
19(b) under the Exchange Act and Rule
19b—4 concerning SRO proposed rule
changes.

B. References to “Business Days” in
Section 19 and Rule 19b—4

Section 19(b) of the Exchange Act
provides the time frames within which
the Commission must act in connection
with reviewing and processing SRO

the Commission, by rule, may determine to be
necessary or appropriate in the public interest or for
the protection of investors to be deemed to be rules
of such exchange, association, or clearing agency.”
15 U.S.C. 78c(a)(27). Rule 19b—4(b) under the
Exchange Act defines “stated policy, practice, or
interpretation” to mean, in part, “[laJny material
aspect of the operation of the facilities of the self-
regulatory organization” or “[alny statement made
generally available” that “establishes or changes any
standard, limit, or guideline” with respect to the
“rights, obligations, or privileges” of persons or the
“meaning, administration, or enforcement of an
existing rule.” 17 CFR 240.19b—4(b).

417 CFR 249.819.

5See 15 U.S.C. 78s(b)(1). The SRO is required to
prepare the notice of its proposed rule change on
Exhibit 1 of Form 19b—4 that the Commission then
publishes in the Federal Register.

6 See 15 U.S.C. 78s(b)(2). However, as provided in
Section 19(b)(2)(D) of the Exchange Act, 15 U.S.C.
78s(b)(2)(D), a proposed rule change may be
“deemed to have been approved by the
Commission” if the Commission fails to take action
on a proposal that is subject to Commission
approval within the statutory time frames specified
in Section 19(b)(2).

715 U.S.C. 78s(b)(3)(A).

8 See 17 CFR 200.30-3 (Delegation of authority to
Director of the Division of Trading and Markets).

proposed rule changes. Some time
frames are tied to calendar days; others
are tied to business days.

In particular, Section 19(b)(10)(B) of
the Exchange Act provides that the
Commission may, within seven business
days after receipt of a filing, reject as
improperly filed a filing that does not
comply with the rules of the
Commission relating to the required
form of a proposed rule change.® That
provision currently is the only reference
to “business day” contained in Section
19.

References to “business days” are also
found in Rule 19b—4 under the
Exchange Act. For example,
subparagraph (1) provides a two
business day deadline by which an SRO
must post a proposed rule change on its
Web site after filing it with the
Commission, and subparagraph (m)
provides a two business day deadline by
which an SRO must update its Web site
to reflect changes to the text of its
rules.10

Other references to business days,
including in paragraphs (f)(6) and (k) of
Rule 19b—4, refer to the filing by the
SRO of materials with the Commission,
which the Commission must then
review in the normal course of its
oversight of the SRO rule change
process. Specifically, Rule 19b—4(f)(6)
allows an SRO to designate certain
proposed rule changes as effective upon
filing if, among other things, the SRO
provides written notice of its intent to
file, along with a brief description and
proposed rule text (a “prefiling”), to the
Commission at least five business days
prior to filing. In addition, Rule 19b—
4(k) specifies when a proposed rule
change is received by the Commission
and provides that if the conditions of
Rule 19b—4 and Form 19b—4 are
satisfied, a proposed rule change will be
received by and accepted as filed on a
business day if it is filed on or before
5:30 p.m. (Eastern time).1? Any filing
submitted after 5:30 p.m. on a business
day will be accepted by the Commission
but will have as its date of filing the

915 U.S.C. 78s(b)(10)(B). This period may be
extended to 21 calendar days if, not later than 7
business days after the date of receipt by the
Commission, the Commission notifies the SRO that
it needs additional time due to the Commission’s
determination that the proposed rule change is
unusually lengthy, complex, or raises novel
regulatory issues. If it is not rejected, Section
19(b)(10)(A) of the Exchange Act provides that the
date of filing of a proposed rule change is the “date
on which the Commission receives the proposed
rule change.” 15 U.S.C. 78s(b)(10)(A).

10 See 17 CFR 240.19b—4(1) and (m), respectively.
An SRO is required to post and maintain a complete
version of its rules on its Web site. See 17 CFR
240.19b—4(m)(1).

1117 CFR 240.19b—4(k).

next business day.12 Rule 19b—4 does
not, however, define what constitutes a
“business day.”

While the Commission’s Washington
DC headquarters is routinely closed for
business on weekends (Saturdays and
Sundays) and designated Federal
holidays,13 the Commission’s
Washington DC headquarters also may
be closed for other reasons. For
example, Federal agencies may be
closed in various situations, including,
but not limited to, adverse weather, the
observance of special events in the
District of Columbia (including, but not
limited to, presidential inaugurations or
funeral observances), or any other
conditions or events that cause Federal
agencies to not open for regular
business. These types of closings may be
non-agency specific and would
generally affect most Federal agencies in
the Washington, DC metropolitan area.
For these types of closings, the OPM
disseminates the Federal government’s
operating status for the Washington, DC
area as “CLOSED” and publishes that
operating status on its Web site at
http://www.opm.gov.14

In addition, the Commission could be
subject to a Federal government-wide
shutdown in the event of a lapse in
Congressional appropriations resulting
in the temporary cessation of non-
essential Federal government
operations. Other circumstances may
uniquely and specifically affect the
Commission’s Washington, DC
headquarters, causing the Commission
to not be open for regular business at a
time when other Federal agencies in the
Washington, DC metropolitan area may
or may not be open for regular business.
Examples of these kinds of
circumstances might include a
disturbance at or problems with the
Commission’s headquarters facilities
that cause it to close temporarily for
regular business.15

II. Amendment to Rule 19b—4(a)

The Commission is adding new
subparagraph (2) to Rule 19b—4(a) to
specify that references to “business
days” in Section 19 of the Exchange Act
and Rule 19b—4 mean any day other
than a Saturday, Sunday, Federal
holiday, a day that OPM has announced
that Federal agencies in the Washington,

12 See id.

13 See Rule 104 of the Commission’s Rules of
Practice, 17 CFR 201.104 (Business Hours).

14 These days differ from days when OPM
disseminates an “OPEN” status, regardless of
whether unscheduled leave or telework options are
available or whether delayed arrival or early
departure is in effect. See OPM’s Washington, DC,
Area Dismissal and Closure Procedures, available
at: http://www.opm.gov/oca/compmemo/
dismissal.pdf.
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DC area are closed to the public, a day
on which the Commission is subject to
a Federal government shutdown in the
event of a lapse in appropriations, or a
day on which the Commission’s
Washington, DC office is otherwise not
open for regular business.1¢ The
purpose of the amendment is to clarify
the treatment of days where the
Commission is not open and how such
days impact an SRO’s proposed rule
change submitted pursuant to Rule
19b—4 and an SRO’s obligation to post
on its Web site a proposed rule change
that has been filed with the
Commission, as well as determining the
“business days” upon which the five day
prefiling and seven day rejection
periods are measured.

The new text in Rule 19b—4(a)(2)
applies to several aspects of the
Commission’s operations concerning the
processing of SRO proposed rule change
filings. First, pursuant to Rule 19b—4(k),
proposed rule filings submitted
electronically by SROs via its Electronic
Form 19b—4 Filing System (“EFFS”) on
a day other than a business day of the
Commission will be accepted by the
Commission, but will have as their date
of filing the next business day, as
defined. For example, if the
Commission is subject to a Federal
government shutdown in the event of a
lapse in appropriations from a Monday
through a Friday, and resumes
operations the following Monday, an
SRO proposed rule change that was
submitted electronically during the
week the Federal government was shut
down would, for purposes of Section
19(b) and Rule 19b—4, receive a filing
date of the Monday the Federal
government resumes operations.

In the event of a day that the Office
of Personnel Management has
announced that Federal agencies in the
Washington, DC area are closed to the
public, a government shutdown in the
event of a lapse in appropriations, or
other circumstances that cause the
Commission to not be open for regular
business, the Commission would
expect, to the extent feasible, to
disseminate through EFFS a general
notification viewable by all SROs
reflecting that any proposed rule
changes that an SRO submits through
EFFS on such day or days will not be
“filed” until the Commission is open for
regular business.

Further, under Rule 19b—4(f)(6), an
SRO is required to submit a prefiling at
least five business days prior to filing a
full 19b—4(f)(6) proposed rule change
with the Commission. Under new

16 The Commission is also redesignating
paragraph (a) of Rule 19b—4 as paragraph (a)(1).

paragraph (a)(2) to Rule 19b—4, for
purposes of counting the five business
day review period, any day that is not

a business day of the Commission is not
counted. For example, if an SRO
submits a prefiling before 5:30 p.m. on
Monday, February 1, and OPM
announces that Federal agencies in the
Washington, DC area, including the
Commission, are closed due to
inclement weather on Tuesday,
February 2 and Wednesday, February 3,
and the Commission subsequently
reopens on Thursday, February 4, then
February 2 and 3 would not be counted
as “business days” that have elapsed for
purposes of the five day prefiling period
specified in Rule 19b—4(f)(6).

Separately, for purposes of the two
business day period within which an
SRO must post a proposed rule change
on its Web site after filing it with the
Commission, or the two business day
period within which an SRO must
update its Web site to reflect changes to
the text of its rules, any non-business
day of the Commission is not counted.”
For example, if an SRO files a proposed
rule change with the Commission on
April 1 (a business day) on or before
5:30 p.m., and the Commission
subsequently is not open for regular
business on April 2 and 3, then April 2
and 3 would not be counted as
“business days” that have elapsed for
purposes of the Web site posting
requirement in Rule 19b—4(1).

Finally, under Section 19(b)(10)(B) of
the Exchange Act, the Commission
generally has seven business days after
the date of receipt of a filing to reject as
improperly filed a filing that does not
comply with the rules of the
Commission relating to the required
form of a proposed rule change.1® Under
new paragraph (a)(2) to Rule 19b—4, for
purposes of counting the seven business
day Commission review period, any
non-business day of the Commission is
not counted. For example, if the
Commission is not open for regular
business on February 1 and 2, but the
Commission reopens on February 3, and
an SRO had submitted a proposed rule
change filing on February 1, February 1
and 2 would not be counted as
“business days” that have elapsed for
purposes of the seven day period
provided under Section 19(b)(10)(B)
because those days would not be
business days.

The amendment to Rule 19b—4(a)(2) is
limited solely to Section 19(b) under the
Exchange Act and Rule 19b—4
thereunder concerning SRO proposed
rule changes. By excluding as business

17 See 17 CFR 240.19b—4(1) and (m), respectively.
18 See supra note 9.

days those days on which the
Commission is not open for regular
business, and therefore lacks personnel
to review proposed rule changes, the
amendment facilitates the statutory
purposes and statutory requirements for
a full and adequate review. Without the
rule change, an SRO’s proposal might go
into effect (e.g., in the case of an
immediately effective filing submitted
pursuant to Section 19(b)(3)(A) of the
Exchange Act) in the absence of
Commission review, publication in the
Federal Register, or an opportunity for
public comment, all of which are
contemplated by the Exchange Act.
Accordingly, the amendment is
intended to support the statutory
framework in which the Commission
reviews and publishes for public
comment all SRO proposed rule changes
to help ensure that SROs carry out the
purposes of the Exchange Act.19

III. Certain Findings

Under the Administrative Procedure
Act (“APA”), notice of proposed
rulemaking is not required when an
agency, for good cause, finds “that
notice and public procedure thereon are
impracticable, unnecessary, or contrary
to the public interest.” 20 The
Commission is making a technical
amendment to Rule 19b—4 to provide
that references to “business days” in
Section 19 of the Exchange Act and Rule
19b—4 mean any day other than a
Saturday, Sunday, Federal holiday, a
day that the Office of Personnel
Management has announced that
Federal agencies in the Washington, DC
area are closed to the public, a day on
which the Commission is subject to a
Federal government shutdown in the

19 For example, national securities exchanges are
subject to Section 6 of the Exchange Act, 15 U.S.C.
78f, which requires, among other things, that the
rules of the SRO be designed to “prevent fraudulent
and manipulative acts and practices, to promote
just and equitable principles of trade * * * [and]
to protect investors and the public interest” and that
they not be designed to “permit unfair
discrimination between customers, issuers, brokers,
or dealers.” 15 U.S.C. 78f (b)(5). In reviewing an
SRO’s proposed rule change, Section 19(b)(2)(C) of
the Exchange Act, 15 U.S.C. 78s(b)(2)(C), provides
the standards for Commission approval of an SRO’s
proposed rule change, which direct the Commission
to consider whether the proposal is consistent with
the Exchange Act and the rules and regulations
thereunder that are applicable to the SRO. For
immediately effective filings, the Commission is
authorized to suspend the proposal “if it appears to
the Commission that such action is necessary or
appropriate in the public interest, for the protection
of investors, or otherwise in furtherance of the
purposes of [the Exchange Act].” 15 U.S.C.
78s(b)(3)(C). Accordingly, Commission review of
SRO proposed rule changes helps ensure that SRO
proposed rule changes are consistent with the
Exchange Act and the rules thereunder that are
applicable to the SRO.

205 U.S.C. 553(b).
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event of a lapse in appropriations, or a
day on which the Commission’s
Washington, DC office is otherwise
closed for regular business due to other
circumstances. The Commission finds
that because the amendment is technical
in nature and pertains to the
Commission’s organization, procedure
or practice, publishing the amendment
for comment is unnecessary.2!

The APA also requires publication of
a rule at least 30 days before its effective
date unless the agency finds otherwise
for good cause.22 For the same reasons
described above with respect to notice
and the opportunity for comment, the
Commission finds good cause for this
technical amendment to take effect
immediately.

IV. Consideration of Burden on
Competition, and Promotion of
Efficiency, Competition and Capital
Formation

Section 3(f) of the Exchange Act,23
provides that whenever the Commission
is engaged in rulemaking and is
required to consider or determine
whether an action is necessary or
appropriate in the public interest, the
Commission shall consider, in addition
to the protection of investors, whether
the action will promote efficiency,
competition, and capital formation.
Section 23(a)(2) of the Exchange Act
requires the Commission, in adopting
rules under the Exchange Act, to
consider the competitive effects of such
rules, if any, and not to adopt a rule that
would impose a burden on competition
not necessary or appropriate in the
furtherance of the purposes of the
Exchange Act.24

Because the amendment to Exchange
Act Rule 19b—4 is technical in nature,
and does not impose any additional
requirements beyond those already
required, we do not anticipate that the
amendment would have a significant
effect on efficiency, competition, or
capital formation, and we do not
anticipate that any competitive
advantages or disadvantages would be
created.

21 For similar reasons, the amendment does not
require analysis under the Regulatory Flexibility
Act (“RFA”) or analysis of major rule status under
the Small Business Regulatory Enforcement
Fairness Act. See 5 U.S.C. 601(2) (for purposes of
RFA analysis, the term “rule” means any rule for
which the agency publishes a general notice of
proposed rulemaking); and 5 U.S.C. 804(3)(C) (for
purposes of Congressional review of agency
rulemaking, the term “rule” does not include any
rule of agency organization, procedure or practice
that does not substantially affect the rights or
obligations of non-agency parties).

22 See 5 U.S.C. 553(d)(3).

2315 U.S.C. 78c(f).

2415 U.S.C. 78w(a)(2).

List of Subjects in 17 CFR Part 240

Brokers, Confidential business
information, Fraud, Reporting and
recordkeeping requirements, Securities.

Statutory Basis and Text of Rules

The Commission is amending 17 CFR
part 240, pursuant to authority set forth
in the Exchange Act, including Sections
19(b) and 23(a).

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

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

Authority: 15 U.S.C. 77c, 77d, 77g, 77j,
77s8,77z-2,772-3, 77eee, 77ggg, 77nnn,
77sss, 77ttt, 78c, 78d, 78e, 78f, 78g, 781, 78j,
78j—1, 78k, 78k-1, 781, 78m, 78n, 78n—1, 780,
78p, 78q, 78s, 78u-5, 78w, 78x, 78ll, 78mm,
80a—20, 80a—23, 80a—29, 80a—37, 80b-3, 80b—
4 and 80b—11, and 7210 et seq., 18 U.S.C.
1350, and 12 U.S.C. 5221(e)(3), unless
otherwise noted.

* * * * *

m 2. Amend § 240.19b—4 by:

m a. Redesignating paragraph (a) as

paragraph (a)(1); and

m b. Adding new paragraph (a)(2).
The addition reads as follows:

§240.19b-4 Filings with respect to
proposed rule changes by self-regulatory
organizations.

* * * * *

(a]* * %

(2) For purposes of Section 19(b) of
the Act and this rule, a “business day”
is any day other than a Saturday,
Sunday, Federal holiday, a day that the
Office of Personnel Management has
announced that Federal agencies in the
Washington, DC area are closed to the
public, a day on which the Commission
is subject to a Federal government
shutdown or a day on which the
Commission’s Washington, DC office is
otherwise not open for regular business.
* * * * *

Dated: April 7, 2011.
By the Commission.
Elizabeth M. Murphy,
Secretary.
[FR Doc. 2011-8919 Filed 4-12—11; 8:45 am]
BILLING CODE P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 179

[Docket No. FDA-1998-F-0072] (Formerly
98F-0165)

Irradiation in the Production,
Processing, and Handling of Food

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; denial of requests for
a hearing and response to objections.

SUMMARY: The Food and Drug
Administration (FDA) is responding to
objections and is denying requests that
it received for a hearing on the final rule
that amended the food additive
regulations to provide for the safe use of
ionizing radiation for the reduction of
Salmonella in fresh shell eggs. After
reviewing objections to the final rule
and requests for a hearing, the Agency
has concluded that the objections do not
raise issues of material fact that justify

a hearing or otherwise provide a basis
for revoking or modifying the
amendment to the regulation.

FOR FURTHER INFORMATION CONTACT:
Teresa A. Croce, Center for Food Safety
and Applied Nutrition (HFS-265), Food
and Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740-
3835, 301-436-1281.

SUPPLEMENTARY INFORMATION:
1. Introduction

In the Federal Register of March 20,
1998 (63 FR 13675), FDA published a
notice announcing the filing of a food
additive petition (FAP), FAP 8M4584,
submitted by Edward S. Josephson,
University of Rhode Island, Food
Science and Nutrition Research Center,
to amend the regulations in part 179,
Irradiation in the Production,
Processing, and Handling of Food (21
CFR part 179), to provide for the safe
use of ionizing radiation for the
reduction of Salmonella in fresh shell
eggs. In response to the petition, FDA
issued a final rule in the Federal
Register of July 21, 2000 (65 FR 45280),
permitting the irradiation of fresh shell
eggs for the reduction of Salmonella at
doses not to exceed 3.0 kiloGray (kGy)
(hereafter referred to as the “egg
irradiation rule”). FDA based its
decision on data in the petition and in
its files. In the preamble to the final
rule, FDA outlined the basis for its
decision and stated that objections to
the final rule and requests for a hearing
were due within 30 days of the
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publication date (i.e., by August 21,
2000).

IL. Objections and Requests for a
Hearing

Section 409(f)(1) of the Federal Food,
Drug, and Cosmetic Act (the FD&C Act)
(21 U.S.C. 348(f)(1)) provides that,
within 30 days after publication of an
order relating to a food additive
regulation, any person adversely
affected by such order may file
objections, “specifying with
particularity the provisions of the order
deemed objectionable, stating
reasonable grounds therefor, and
requesting a public hearing upon such
objections.”

Under 21 CFR 171.110 of the food
additive regulations, objections and
requests for a hearing are governed by
part 12 (21 CFR part 12) of FDA’s
regulations. Under § 12.22(a), each
objection must meet the following
conditions: (1) Must be submitted on or
before the 30th day after the date of
publication of the final rule; (2) must be
separately numbered; (3) must specify
with particularity the provision of the
regulation or proposed order objected
to; (4) must specifically state each
objection on which a hearing is
requested; failure to request a hearing
on an objection constitutes a waiver of
the right to a hearing on that objection;
and (5) must include a detailed
description and analysis of the factual
information to be presented in support
of the objection if a hearing is requested;
failure to include a description and
analysis for an objection constitutes a
waiver of the right to a hearing on that
objection.

Following publication of the final rule
permitting the irradiation of fresh shell
eggs for the reduction of Salmonella,
FDA received 26 submissions with
objections to the rule within the 30-day
objection period. All but one of these
submissions either expressed general
opposition to the final rule, or objected
to the rule based on issues that are
outside the rule’s scope such as the
living conditions and practices in
commercial egg production. Although
most of these letters requested a hearing,
no evidence was identified in support of
any of these objections that could be
considered in an evidentiary hearing
(§12.22(a)(5)). Therefore, these
objections do not justify a hearing.* The
Agency will not discuss these

1FDA also received letters after the close of the
objection period that expressed general opposition
to the egg irradiation rule. Tardy objections fail to
satisfy the requirements of 21 U.S.C. 348(f)(1) and
need not be considered by the Agency (see ICMAD
v. HEW, 574 F.2d 553, 558 n.8 (D.C. Cir), cert.
denied, 439 U.S. 893 (1978)).

submissions further. The one
submission raising specific objections
was a letter from Public Citizen (letter
to Docket No. 98F-0165, August 17,
2000). The letter from Public Citizen
sought revocation of the final rule based
on five objections and requested a
hearing on issues raised by each
objection. A more detailed response to
Public Citizen’s objections is found in
section IV of this document. In addition,
FDA also received one letter in support
of the egg irradiation rule.

III. Standards for Granting a Hearing

Specific criteria for deciding whether
to grant or deny a request for a hearing
are set out in § 12.24(b). Under that
regulation, a hearing will be granted if
the material submitted by the requester
shows, among other things, the
following: (1) There is a genuine and
substantial factual issue for resolution at
a hearing; a hearing will not be granted
on issues of policy or law; (2) the factual
issue can be resolved by available and
specifically identified reliable evidence;
a hearing will not be granted on the
basis of mere allegations or denials or
general descriptions of positions and
contentions; (3) the data and
information submitted, if established at
a hearing, would be adequate to justify
resolution of the factual issue in the way
sought by the requestor; a hearing will
be denied if the data and information
submitted are insufficient to justify the
factual determination urged, even if
accurate; and (4) resolution of the
factual issue in the way sought by the
person is adequate to justify the action
requested; a hearing will not be granted
on factual issues that are not
determinative with respect to the action
requested (e.g., if the action would be
the same even if the factual issue were
resolved in the way sought).

A party seeking a hearing is required
to meet a “threshold burden of tendering
evidence suggesting the need for a
hearing” (Costle v. Pac. Legal Found.,
445 U.S. 198, 214 (1980), reh. denied,
446 U.S. 947 (1980), citing Weinberger
v. Hynson, Westcott & Dunning, Inc.,
412 U.S. 609, 620-21 (1973)). An
allegation that a hearing is necessary to
“sharpen the issues” or to “fully develop
the facts” does not meet this test
(Georgia-Pacific Corp. v. U.S. EPA, 671
F.2d 1235, 1241 (9th Cir. 1982)). Ifa
hearing request fails to identify any
factual evidence that would be the
subject of a hearing, there is no point in
holding one. In judicial proceedings, a
court is authorized to issue summary
judgment without an evidentiary
hearing whenever it finds that there are
no genuine issues of material fact in
dispute and a party is entitled to

judgment as a matter of law (see Fed. R.
Civ. P. 56). The same principle applies
in administrative proceedings (see
§12.24).

A hearing request must not only
contain evidence, but that evidence
should raise a material issue of fact
“concerning which a meaningful hearing
might be held” (Pineapple Growers
Ass’nv. FDA, 673 F.2d 1083, 1085 (9th
Cir. 1982)). Where the issues raised in
the objection are, even if true, legally
insufficient to alter the decision, the
Agency need not grant a hearing (see
Dyestuffs and Chemicals, Inc. v.
Flemming, 271 F.2d 281, 286 (8th Cir.
1959), cert. denied, 362 U.S. 911
(1960)). A hearing is justified only if the
objections are made in good faith and if
they “draw in question in a material way
the underpinnings of the regulation at
issue” (Pactra Industries v. CPSC, 555
F.2d 677, 684 (9th Cir. 1977)). A hearing
need not be held to resolve questions of
law or policy (see Citizens for Allegan
County, Inc. v. FPC, 414 F.2d 1125, 1128
(D.C. Cir. 1969); Sun Oil Co. v. FPC, 256
F.2d 233, 240 (5th Cir.), cert. denied,
358 U.S. 872 (1958)).

Even if the objections raise material
issues of fact, FDA need not grant a
hearing if those same issues were
adequately raised and considered in an
earlier proceeding. Once an issue has
been so raised and considered, a party
is estopped from raising that same issue
in a later proceeding without new
evidence. The various judicial doctrines
dealing with finality, such as collateral
estoppel, can be validly applied to the
administrative process (see Pac.
Seafarers, Inc. v. Pac. Far East Line,
Inc., 404 F.2d 804, 809 (D.C. Cir. 1968),
cert. denied, 393 U.S. 1093 (1969)). In
explaining why these principles ought
to apply to an agency proceeding, the
U.S. Court of Appeals for the District of
Columbia Circuit wrote: “The
underlying concept is as simple as this:
Justice requires that a party have a fair
chance to present his position. But
overall interests of administration do
not require or generally contemplate
that he will be given more than a fair
opportunity.” Retail Clerks Union, Local
1401 v. NLRB, 463 F.2d 316, 322 (D.C.
Cir. 1972); see also Costle v. Pac. Legal
Found., 445 U.S. at 215-17).

IV. Analysis of Objections and
Response to Hearing Requests

The letter from Public Citizen
contains five numbered objections and
requests a hearing on each of them. FDA
addresses each of the objections in this
document, as well as the evidence and
information filed in support of each,
comparing each objection and the
information submitted in support of it to
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the standards for granting a hearing in
§ 12.24(b).

A. Findings of Study Co-Authored by
Donald Thayer

The first objection raised by Public
Citizen in response to this rule contends
that the Agency misrepresented the
findings of the 1990 study co-authored
by Donald Thayer (Ref. 1). Specifically,
the rule (65 FR 45280 at 45281) states,
“x * * S enteritidis was found to have
similar sensitivities to ionizing radiation
as five other strains of Salmonella” (S.
is referring to Salmonella) when, in the
original study, Thayer et al. state,

“S. enteritidis was significantly more
resistant to ionizing radiation than the
other five strains of Salmonella tested

* * *” Public Citizen asserts that by
stating the findings in this manner FDA
gives “* * * the false impression that
the same level of radiation can be used
to eliminate S. enteritidis as other
strains of Salmonella.”

The full sentence in the final rule
states that “Salmonella strains, in
addition to S. enteritidis, in fresh shell
eggs should also be reduced by
irradiation since S. enteritidis was
found to have similar sensitivities to
ionizing radiation as five other strains of
Salmonella * * *.” (65 FR 45280 at
45281). The reasoning supporting the
statement’s conclusion is that because
irradiation reduces S. enteritidis it
would be expected to reduce other
strains of Salmonella. To the extent that
S. enteritidis is more resistant to
ionizing radiation than the other strains,
the conclusion is strengthened. Further,
FDA made clear in the final rule that
irradiation of fresh shell eggs at the
doses requested in the petition will
reduce, but not entirely eliminate,
microorganisms in eggs (65 FR 45280 at
45281).

FDA evaluated data provided by the
petitioner on the absorbed radiation
required to achieve inactivation of S.
enteritidis in shell eggs. The data
showed that irradiation at a dose as low
as 1 kGy reduces the viability of S.
enteritidis by 3-logio (99.9 percent
reduction) (Ref. 2). These data are
comparable to the results seen by
Thayer, et al., in a similar medium
inoculated with S. enteritidis, which
showed a 3- to 4-logo reduction of this
pathogen at a dose of 1 kGy (Ref. 1).
Furthermore, the standards for
microbiological safety of fresh shell eggs
are independent of the final rule
permitting the irradiation of fresh shell
eggs. Irradiation is a potential control
point in the mitigation of S. enteritidis
and other food-borne pathogens. The
rule is not predicated on the approved
treatment, by itself, resulting in fresh

shell eggs that are pathogen-free. FDA is
denying the request for a hearing on this
point because the action would be the
same even if the factual issue were
resolved in the manner sought

(§12.24(b)(4)).
B. Vitamin A Loss

In the egg irradiation final rule, FDA
states that the vitamin A retention
resulting from the irradiation of shell
eggs at a maximum absorbed dose of
1.0 kGy (65 FR 45280 at 45281) yields
a relative retention rate of 76 percent
following a 24-day storage period.
Public Citizen asserts that the final rule
misrepresents the vitamin A loss from
fresh shell eggs following irradiation at
3.0 kGy because FDA based these
conclusions on vitamin A loss from the
results of a study that used a maximum
dose of 1.0 kGy compared to the
maximum petitioned dose of 3.0 kGy,
whereas another study in the petition
showed that vitamin A retention by the
eggs irradiated at 3.1 kGy and stored for
2,15, and 33 days was 41.8 percent,
35.5 percent, and 20.1 percent,
respectively (Refs. 3 and 4).

The studies that Public Citizen refers
to were included in the petition and
were analyzed and considered when
making the safety assessment. FDA
acknowledges that stating a vitamin A
retention in the range of 20.1 to 35.5
percent is more appropriate in light of
the maximum petitioned dose.
Importantly, in its review of the
petition, FDA considered the health
implications from vitamin A loss in eggs
at the maximum petitioned dose and
concluded that the effect on health from
this vitamin loss is not significant
because a variety of foods provide
vitamin A and the intake of other foods
can compensate for any loss (Refs. 5 and
6).
The issue raised by Public Citizen
must be a material issue concerning
which a meaningful hearing might be
held (Pineapple Growers Ass’n v. FDA,
673 F.2d at 1085). The Agency
recognizes that irradiation can produce
nutrient losses under some conditions
and has concluded that such effects are
not a safety concern under the
conditions of this regulation. To justify
a hearing on the vitamin A issue, Public
Citizen must provide evidence that the
nutritional loss in a food irradiated
under the conditions of this regulation
raises a safety concern because of its
cumulative effect on the human diet
(see 21 U.S.C. 348(c)(5)(B)). While FDA
has the ultimate burden of proof when
it approves the use of a food additive,
once the Agency makes a finding of
safety in a listing document, the burden
shifts to an objector to come forward

with evidence that raises a material
issue of fact with regard to FDA’s
conclusion (American Cyanamid Co. v.
FDA, 606 F.2d 1307, 1314 (DC Cir.
1979)). Public Citizen has submitted no
information to support that vitamin A
loss in fresh shell eggs irradiated under
the conditions of the regulation is a
safety concern. Therefore, this objection
does not raise a genuine and substantial
issue of fact for resolution at a hearing.
FDA is denying the request for a hearing
on this point because a hearing will not
be granted if there is no genuine and
substantial factual issue to be resolved

(§12.24(b)(1)).

C. Analysis of Effects of Irradiation on
Egg Yolk Carotenoids

Public Citizen asserts that FDA’s
analysis regarding the effects of
irradiation on egg yolk carotenoids is
flawed because the information used to
analyze the nutritional information of
egg yolk carotenoids is based on doses
of 0.5 kGy and 1.0 kGy, not the
petitioned maximum of 3.0 kGy.

FDA acknowledges that Agency’s
analysis of the effects of irradiation on
egg yolk carotenoids was based on
studies performed at lower doses than
the petitioned maximum dose of
3.0 kGy; however, because there are a
number of commonly consumed foods
that are substantial sources of
carotenoids in the diet, including
yellow corn, carrots, and squash (Ref. 7),
FDA has no health concerns about the
loss of carotenoids in the diet from the
irradiation of eggs. Public Citizen’s
request for hearing suggests that there is
potential for harm from the loss of
carotenoids resulting from the
irradiation of shell eggs, without
providing any evidence to support this
suggestion. An objector must make an
adequate proffer of evidence to support
its allegations and to show that they
provide a basis on which to call into
question the Agency’s conclusions. A
hearing will be denied if the
Commissioner of Food and Drugs (the
Commissioner) concludes that the data
and information submitted are
insufficient to justify the factual
determination urged, even if accurate
(§ 12.24(b)(3)). FDA concludes that the
data and information are insufficient;
therefore, FDA is denying the request
for a hearing based on this objection.

D. Request for Updated Analysis for
Irradiation of Fresh Shell Eggs Not To
Exceed 3.0 kGy

Public Citizen objects to the egg
irradiation final rule on the grounds that
the Agency did not adequately update
“[nlumerous issues raised in the two
initial analysis [sic]” after the petition
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was amended to allow for doses up to
3.0 kGy from 1.7 kGy.

When the petition (FAP 8M4584) was
originally submitted, the maximum
petitioned dose was 1.7 kGy. The
petition was subsequently amended to
increase the maximum dose to 3.0 kGy
and additional chemistry and toxicology
reviews were performed by FDA
following this amendment. Based on
these reviews, FDA concluded that the
3.0 kGy dose for shell eggs did not
change the general conclusions from the
original reviews (Refs. 3 and 6). Public
Citizen neither specifies the
“[nJumerous issues” nor does it provide
any information that would cause the
Agency to change its conclusion that the
consumption of irradiated shell eggs is
safe.

A hearing will be denied if the
Commissioner concludes that the data
and information submitted are
insufficient to justify the factual
determination urged, even if accurate
(§12.24(b)(3)). FDA concludes that the
data and information are insufficient;
therefore, FDA is denying the request
for a hearing based on this objection.

E. Bureau of Foods Irradiated Food
Committee Report of 1980

Public Citizen alleges that FDA failed
to follow all of the recommendations
put forth in 1980 by the Bureau of Foods
Irradiated Food Committee (BFIFC)
regarding the evaluation of irradiated
foods. Specifically, Public Citizen
quotes the following from a BFIFC
report: “Foods irradiated at doses above
100 Krad [1 kGy] and comprising more
that 0.01% of the diet are estimated to
contain URPs [Unique Radiolytic
Products] in sufficient quantity to
warrant toxicological evaluation.
[T]ests must be performed on extracts in
which the concentration of radiolytic
products is maximized” (Ref. 8).

Public Citizen then states that there is
no indication in the egg irradiation rule
or its references that such tests were
conducted or reviewed by the FDA
before the petition was approved.

The assertion that FDA failed to
comply with recommendations set forth
by the BFIFC committee has been raised
previously by Public Citizen and others
and has been responded to by the
Agency in the molluscan shellfish final
rule (70 FR 48057 at 48069, August 16,
2005) and in other previous rulemakings
regarding the irradiation of food (see,
e.g., 53 FR 53176 at 53179, December
30, 1988, and 62 FR 64102 at 64105,
December 3, 1997).

As discussed previously, the BFIFC
report was an internal document
prepared by FDA scientists that
provided recommendations for

I

evaluating the safety of irradiated foods
based on the known effects of food
irradiation and on the capabilities of
toxicological testing. The report was
made available to the public for
comment in the Federal Register of
March 27, 1981 (46 FR 18992). While
the report and the comments received
on it have aided FDA’s thinking
regarding the safety testing of irradiated
foods, the report established no
requirements. Furthermore, FDA has not
adopted regulations that require
toxicological testing of a food additive if
that additive constitutes a certain
portion of the diet, and Public Citizen
has not cited any regulation that
imposes such a requirement.

In addition, the understanding of
radiolytic products produced by the
irradiation of foods has evolved since
1980. As noted in the egg irradiation
final rule, “Im]ost of the radiolysis
products [of shell egg irradiation up to
3kGy] are either the same as, or
structurally similar to, compounds
found in foods that have not been
irradiated, and are formed in very small
amounts.” (65 FR 45280). Similarly, in
the Federal Register of December 3,
1997, for the Agency rulemaking on
irradiation of refrigerated or frozen
uncooked meat, meat byproducts, and
certain meat food products to control
food-borne pathogens and extend
product shelf-life, FDA concluded that,
“[i]n irradiated flesh foods, most of the
radiolytic products derived from
proteins have the same chemical
composition but are altered in their
secondary and tertiary structures. These
changes are similar to those that occur
as a result of heating, but in the case of
irradiation, such changes are far less
pronounced and the amounts of reaction
products generated are far lower.” (62
FR 64107 at 64110, December 3, 1997).

Consistent with section 409 of the
FD&C Act, the Agency’s decision on the
safety of the irradiation of fresh shell
eggs was based on the entire record.
FDA reviewed and evaluated studies
submitted in the petition as well as
additional toxicology studies of
irradiated foods, including red meat,
chicken, fish and eggs, which are
available in Agency files. Included in
the data considered by the FDA in
review of the petition were at least three
studies conducted specifically on
irradiated eggs.

Once the Agency makes a finding of
safety in an approval document, the
burden shifts to an objector to come
forward with evidence that calls into
question FDA’s conclusion (see
§12.24(b)(2)). Although Public Citizen
alleged that the rule did not comply
with the recommendations in the BFIFC

report, Public Citizen did not present
any evidence that these alleged
inconsistencies, even if true, would
have led to a different conclusion
concerning the safety of irradiation of
fresh shell eggs. Therefore, FDA is
denying this objection and request for a
hearing because it raises no factual issue
that, even if resolved in the way sought
by the objection, would justify the
action requested (§ 12.24(b)(4)).

V. Summary and Conclusion

Section 409 of the FD&C Act requires
that a food additive be shown to be safe
prior to marketing. Under 21 CFR
170.3(i), a food additive is “safe” if
“there is a reasonable certainty in the
minds of competent scientists that the
substance is not harmful under the
intended conditions of use.” In the
Agency’s July 21, 2000, final rule
approving the use of irradiation of fresh
shell eggs, FDA concluded, based on its
evaluation of the data submitted in the
petition and other relevant material, that
this use of irradiation is safe for its
intended use for the reduction of
Salmonella in fresh shell eggs.

The petitioner has the burden to
demonstrate the safety of the additive to
gain FDA approval. However, once FDA
makes a finding of safety in an approval
document, the burden shifts to an
objector, who must come forward with
evidence that calls into question FDA’s
conclusion (see section 409(f)(1) of the
FD&C Act).

Despite its allegations, Public Citizen
has not established that FDA overlooked
significant information in the record
while reaching its conclusion that the
use of irradiation for reduction of
Salmonella in fresh shell eggs is safe.
Therefore, the Agency has determined
that the objections requesting a hearing
do not raise any genuine and substantial
issue of fact that would justify an
evidentiary hearing (§ 12.24(b)).
Accordingly, FDA is not making any
changes in response to the objections
and is denying the requests for a
hearing.

VI. References

The following references are on
display in the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20857, under
Docket No. FDA-1998-F-0072
(formerly 98F-0165) and may be seen by
interested persons between 9 a.m. and
4 p.m., Monday through Friday. (FDA
has verified the Web site address, but
FDA is not responsible for any
subsequent changes to the Web site after
this document publishes in the Federal
Register.)
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BILLING CODE 4160-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 610
[Docket No. FDA-2010-N-0099]

Revision of the Requirements for
Constituent Materials

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
biologics regulations to permit the
Director of the Center for Biologics
Evaluation and Research (CBER) or the
Director of the Center for Drug
Evaluation and Research (CDER), as
appropriate, to approve exceptions or
alternatives to the regulation for
constituent materials. A request for an
exception or alternative will be
considered for approval when the data
submitted in support of such a request
establish the safety, purity, and potency
of the biological product for the
conditions of use, including indication
and patient population, for which the
applicant is seeking approval. FDA is
taking this action due to advances in

developing and manufacturing safe,
pure, and potent biological products
licensed under the Public Health
Service Act (the PHS Act) that, in some
instances, render the existing
constituent materials regulation too
prescriptive and unnecessarily
restrictive. This rule provides
manufacturers of biological products
with flexibility, as appropriate, to
employ advances in science and
technology as they become available,
without diminishing public health
protections.

DATES: This rule is effective May 13,
2011.

FOR FURTHER INFORMATION CONTACT: Paul
E. Levine, Jr., Center for Biologics
Evaluation and Research

(HFM-17), Food and Drug
Administration, 1401 Rockville Pike,
Suite 200N, Rockville, MD 20852—-14438,
301-827-6210.

SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of March 30,
2010 (75 FR 15639), FDA published a
proposed rule to amend the regulations
for constituent materials under §610.15
(21 CFR 610.15). Constituent materials
include ingredients, preservatives,
diluents, adjuvants, extraneous protein
and antibiotics that are contained in a
biological product. FDA is amending the
regulation for constituent materials to
allow the Director of CBER or the
Director of CDER, as appropriate, to
approve an exception or alternative to
the requirements under § 610.15. An
exception or alternative will be
considered for approval when the data
submitted in support of such a request
establish the safety, purity, and potency
of the biological product for the
conditions for which the applicant is
seeking approval. Under the final rule,
the Director of CBER or CDER would not
approve an exception or alternative
when the data or the conditions of use,
including indication and patient
population, for which the applicant is
seeking approval, do not provide a
sufficient scientific and regulatory basis
for such an approval.

The final rule provides manufacturers
of biological products with flexibility, as
appropriate, to employ advances in
science and technology, as they become
available. However, the final rule does
not diminish public health protections
that are provided by existing laws and
regulations. The final rule gives
manufacturers the potential to employ
advances in science and technology if
the data provide a sufficient regulatory
basis for approval of the product. This
means that each manufacturer’s request

for an exception or alternative will be
considered on a case-by-case basis to
determine whether the product at issue
meets the statutory and regulatory
criteria for safety, purity, and potency
for use in the intended population. The
Director of CBER or CDER will only
approve a request for an exception or
alternative after determining that the
particular request meets this prescribed
criteria for the intended population.
Examples of how the final rule provides
flexibility (such as alternatives to the
use of preservatives and modifications
to the amount of aluminum permitted in
certain biological products), without
diminishing public health protections,
are provided in the paragraphs that
follow.1

Standards for certain constituent
materials present in biological products
are provided under § 610.15. Section
610.15(a) requires that all ingredients
used in a licensed product, and any
diluent provided as an aid in the
administration of the product, meet
generally accepted standards of purity
and quality. Any preservative used must
be sufficiently nontoxic so that the
amount present in the recommended
dose of the product will not be toxic to
the recipient, and in the combination
used, it must not denature the specific
substances in the product to result in a
decrease below the minimum acceptable
potency within the dating period when
stored at the recommended temperature.
Products in multiple-dose containers
must contain a preservative, except that
a preservative need not be added to
Yellow Fever Vaccine; Poliovirus
Vaccine Live Oral; viral vaccines
labeled for use with the jet injector;
dried vaccines when the accompanying
diluent contains a preservative; or to an
allergenic product in 50 percent or more
volume in volume (v/v) glycerin.
Furthermore, under §610.15, an
adjuvant must not be introduced into a
product unless there is satisfactory
evidence that it does not affect
adversely the safety or potency of the
product.

Section 610.15(a) also requires that
the amount of aluminum in the
recommended individual dose of a
biological product not exceed:

1. 0.85 milligrams if determined by
assay;

1 Although specific examples for use of
extraneous protein and antibiotics are not provided,
the final rule also allows for flexibility in applying
the existing standards for extraneous proteins and
antibiotics (§ 610.15(b) and (c)); provided that each
request for an alternative or exception to these
requirements is supported by data that establish the
safety, purity, and potency of the biological
product.
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2. 1.14 milligrams if determined by
calculation on the basis of the amount
of aluminum compound added; or

3. 1.25 milligrams determined by
assay provided that data demonstrating
that the amount of aluminum used is
safe and necessary to produce the
intended effect are submitted to and
approved by the Director of CBER or the
Director of CDER.

Section 610.15 establishes standards
for the presence of certain constituent
materials in licensed, biological
products and/or strictly limits the
amount of certain constituent materials
present in licensed biological products.
However, in order to employ
advancements in science and
technology to benefit the public health,
flexibility in applying these regulatory
standards is needed.

For example, §610.15 contains
specific requirements as to
preservatives. Preservatives are
compounds that kill or prevent the
growth of micro-organisms, particularly
bacteria and fungi. The current
requirements for preservatives were
based, at least in part, on reports from
scientific literature concerning serious
injuries and deaths associated with
bacterial contamination of multiple-
dose containers of vaccines that did not
contain a preservative.2 As discussed
previously, § 610.15 provides for limited
exceptions from the preservative
requirement. These exceptions include
live viral vaccines that had been
licensed under section 351 of the PHS
Act (42 U.S.C. 262) and that were in
production when the National Institutes
of Health (NIH) issued the 1968
regulation.34

Preservatives in multiple-dose
containers have a long record of safe
and effective use in preventing
microbial growth in the event that the
vaccine is accidentally contaminated, as
might occur with repeated punctures of
a multiple-dose container. Even though
the use of preservatives has significantly

2 See “The National Vaccine Advisory Committee
Sponsored Workshop on Thimerosal Vaccines,” pp.
21-25, August 11, 1999. See also Wilson, Graham
S., Hazards of Immunization, 1967.

3With the creation of NIH, NIH had regulatory
authority over biological products until 1972, at
which time they were transferred to FDA. NIH
issued the precursor regulation to constituent
materials, § 610.15, in the Federal Register of
January 10, 1968 (33 FR 367 at 369). See the Federal
Register notice of June 29, 1972 (37 FR 12865) and
the Federal Register notice of August 9, 1972 (37
FR 15993), for more information concerning the
transfer of authority from NIH to FDA and how the
regulations pertaining to biological products under
21 CFR part 73 were transferred to the then newly
established 21 CFR part 273.

4Biological products had contained preservatives
prior to 1968. “The National Vaccine Advisory
Committee Sponsored Workshop on Thimerosal
Vaccines,” p. 24, August 11, 1999.

declined in recent years with the use of
products filled in single-dose containers
that do not require addition of a
preservative, some biological products
such as inactivated influenza virus
vaccines are still presented in multi-
dose containers with a preservative. The
use of preservatives could also decline
further as manufacturers develop and
employ new technologies, such as
multi-dose adaptors to prevent
contamination of products in multiple-
dose containers, without the use of
preservative.

However, the current regulation under
§610.15(a) does not provide FDA with
flexibility to consider situations (outside
of the listed exceptions) in which to
allow the use of preservative-free
vaccines in multiple-dose containers. It
is necessary for FDA to have flexibility
in applying the regulatory requirements
for preservatives when, for example,
state-of-the art technologies, such as the
development of devices to ensure
aseptic withdrawing offer a safe
alternative to the use of preservatives in
multiple-dose containers. The final rule
permits the Director of CBER or the
Director of CDER to approve a request
to market a biological product in
multiple-dose containers without the
use of a preservative, if the
manufacturer demonstrates that
sufficient measures, such as an aseptic
withdrawing technique through the use
of an appropriate device, ensure that the
product continues to meet the statutory
and regulatory requirements for safety,
purity, and potency. Thus, the final rule
allows flexibility in the use of
advancements in technology to provide
a public benefit, while continuing to
ensure the safety, purity, and potency of
the product.

Another example where it is
necessary for FDA to have flexibility in
applying current regulatory
requirements pertains to the amount of
aluminum permitted under § 610.15(a)
in the recommended single human dose
of a biological product. Aluminum, in
the form of an aluminum salt, is used as
an adjuvant in certain biological
products. The existing regulation limits
the amount of aluminum per dose to no
more than 0.85 milligrams (mg) if
determined by assay or 1.14 mg if
determined by calculation on the basis
of the amount of aluminum compound
added. In 1981, FDA amended
§610.15(a) to increase the permissible
level of aluminum per dose to 1.25 mg
both to make the regulation consistent
with World Health Organization
standards,® and because it appeared that

5More specifically, the amendment permitted the
use of up to 1.25 mg per dose of aluminum

certain groups (such as renal dialysis
patients), who were understood to be at
high risk of contracting hepatitis, might
require a higher dosage of the hepatitis
B vaccine, which would in turn, require
amounts of aluminum as high as 1.25
mg per dose. (See “General Biological
Products Standards; Aluminum in
Biological Products,” 46 FR 51903,
October 23, 1981. See also “General
Biological Products Standards for
Aluminum in Biological Products,” 46
FR 23765, April 28, 1981).

The aluminum content per dose in the
formulation of a licensed biological
product, as specified in § 610.15(a),
reflects the NIH Minimum
Requirements for Diphtheria Toxoid
(1947) 6 and Tetanus Toxoid (1952).7
The final rule does not alter the existing
requirements regarding the amount of
aluminum in a biological product.
Instead, in a change that is analogous to
the one FDA issued in 1981, involving
the groups who were at high risk of
contracting hepatitis, the final rule
allows either the Director of CBER or the
Director of CDER to approve an
exception or alternative when the
Director determines that a biological
product meets the requirements for
safety, purity, and potency for the
conditions for which the applicant is
seeking approval, but contains an
amount of aluminum that is higher than
currently permitted by §610.15. For
example, the final rule permits the
Director of CBER or CDER to approve a
manufacturer’s request for an exception
to use a proposed therapeutic vaccine
for treating individuals with cancer,
when the proposed vaccine contains
aluminum levels higher than currently
allowed but still meets the requirements
of safety, purity, and potency.

II. Clarifications to the Preamble of the
Proposed Rule

FDA received comments on the rule
from manufacturers, private and public
interest groups, and the general public.
In response to comments expressing
concerns about the safety of a licensed
product for which FDA grants an
exception or alternative to current
regulations, FDA emphasizes that a
manufacturer’s request for an exception
or alternative will not be approved
unless the submitted data meet the

determined by assay provided that data
demonstrating that the amount of aluminum used
is safe and necessary to produce the intended effect
are submitted to and approved by the Director,
Bureau of Biologics. “General Biological Products
Standards; Aluminum in Biological Products,” (46
FR 51903, October 23, 1981).

6 NIH, Minimum Requirements for Diphtheria
Toxoid, 4th Revision, 1947.

7 NIH, Minimum Requirements for Tetanus
Toxoid, 4th Revision, 1952.
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statutory and regulatory criteria for
safety, purity, and potency for use in the
intended population. FDA also
emphasizes that the product at issue
must be shown to be safe, pure, and
potent for the conditions of use,
including proposed indication and
patient population, for which the
applicant is seeking approval, in
determining whether the product may
be approved. FDA further clarifies that
consideration for approval of a request
will be done case-by-case and will be
based on review of the data submitted
in support of a request.

In addition, in response to comments,
FDA clarifies that there is both a need
for FDA to have flexibility in applying
the regulatory standards in § 610.15, and
a need for manufacturers to have
flexibility in employing advancements
in science and technology for
developing new safe, pure, and potent
alternatives to current products. FDA
provides more discussion on the need
for flexibility in the responses to
comments on the proposed rule.

FDA considered all comments
received in response to the proposed
rule and has determined that the
proposed rule should be issued as a
final rule. Accordingly, FDA is issuing
as a final rule the amendment to
§610.15 under paragraph (d) to permit
the Director of CBER or the Director of
CDER, as appropriate, to approve an
exception or alternative to the
regulatory requirements for constituent
materials, when the data submitted with
the request for approval of an exception
or alternative establish the safety,
purity, and potency of the biological
product, and is acceptable for use in the
intended population. All requirements
under § 610.15 remain in effect, except
those for which the Director approves
an exception or alternative. FDA
approval of an exception or alternative
will be done case-by-case, based on the
data submitted for a specific product.
Manufacturers seeking approval of an
exception or alternative must submit a
request in writing. The request may be
submitted as part of the original
biologics license application (BLA) or as
an amendment to the original, pending
application or as a prior approval
supplement to an approved application.

III. Comments on the Proposed Rule

FDA received 15 letters of comment
on the proposed rule, not including 1
duplicate letter from the same
commenter. As stated previously, these
comments were received from
manufacturers, private and public
interest groups, and the general public.
Several of the comments supported the
proposed rule and several comments

disagreed with the proposed rule. Some
of the comments on the proposed rule
were similar to or duplicates of other
comments received, and have been
grouped together, where appropriate, to
facilitate a uniform response.

To make it easier to identify the
comments and our corresponding
responses, the word “Comment”
followed by a number is placed in
parentheses and is used to indicate a
particular comment or set of similar
comments, as appropriate. The word
“Response” in parentheses precedes
FDA’s response to a comment. The
order of comments and responses, as
listed, do not represent a value assigned
to the comment but is used for
organizational purposes only.

(Comment 1) Several comments
supported the proposed rule. One such
comment praised the rule for
broadening the potential capacity for
biologics manufacturers to provide
medicines to the public without
compromising the high level
expectation of demonstrating safety,
purity, and potency. Another comment
supported the proposed rule for
providing a means to advance
“innovative science” and applications of
use. Yet another comment expressed
interest in seeing the “reasonable
flexibility” provided in the proposed
rule extended to other
biopharmaceutical fields. Still another
comment found the conditions and
recommendations in the proposed rule
to be comprehensible and useful.

(Response) FDA acknowledges and
appreciates the supportive comments.
As previously stated, the rule allows
FDA the flexibility to approve an
exception or alternative to the
constituent materials regulation,
without diminishing public health
protections. As such, the final rule
provides patients safe access to
important products resulting from
advances in science and technology.
FDA continues to review existing
regulations and may propose
modification of these regulations as
appropriate for public health and safety.

(Comment 2) One comment requests
clarification as to whether a request for
an exception or alternative to the
requirements under § 610.15 can be
made earlier in clinical development
rather than waiting until submitting the
original BLA.

(Response) FDA clarifies that
although a manufacturer may submit a
request for an exception or alternative
early in the clinical development of a
biological product, FDA considers such
a request to be timely when the data
intended to support the request
establish the safety, purity, and potency

of the biological product for its intended
use. In developing data necessary to
support a request for an exception or
alternative, manufacturers must comply
with all applicable laws and regulations,
including the procedures and
requirements for investigational new
drug applications (INDs) and BLAs
under parts 312 and 601 (21 CFR parts
312 and 601). Only after FDA
determines that the biological product
meets the statutory and regulatory
criteria for safety, purity, and potency,
and is acceptable for use in the intended
population, may the Director of CBER or
CDER approve a request for an
exception or alternative.

However, FDA strongly encourages
early communication from
manufacturers intending to submit a
request for an exception or alternative to
the requirements under § 610.15. This
includes pre-IND and IND
communications by which
manufacturers may seek FDA advice
concerning issues such as data needed
to support the rationale for testing a
biological product in humans, the
design of nonclinical pharmacology,
toxicology, and drug activity studies,
initial development plans for the
biological product, and regulatory
requirements for demonstrating safety,
purity, and potency. Early
communications between FDA and
manufacturers, as described previously,
are intended to be advisory and are not
to be interpreted as approval of a
request for an exception or alternative.

(Comment 3) One comment requests
agreement from FDA that sponsors may
administer multiple doses taken from
individual preservative-free multi-dose
vials in clinical trials prior to licensure,
as long as the sponsor follows pre-
approved aseptic procedures in defined
time periods to support this format as
part of the original license application.

(Response) FDA does not agree with
the comment. The current regulation for
preservatives requires that products in
multiple-dose containers contain a
preservative, with listed exceptions. The
final rule provides the Director of CBER
or CDER with flexibility to approve a
request for an exception or alternative to
this requirement. However, FDA will
consider each request for an exception
or alternative on a case-by-case basis
and approval of such a request will be
based on the determination that the data
submitted with the request establishes a
regulatory basis for approval. Sponsors
seeking to investigate the use of a new
biological product in humans must
follow the procedures and requirements
for investigational drugs under part 312.
(See also Response to Comment 4).
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(Comment 4) Several comments
opposed the proposed rule because the
commenters understood the rule to give
the Director of CBER or CDER sole
authority in the decisionmaking process
to approve a request for an exception or
alternative. Another comment stated
that the proposed rule does not allow
for a deliberative process for vaccine
ingredient changes. Other comments
stated that the drug industry had too
much influence upon government
agencies including FDA, and that all
decisions about additives should reside
with many experts, in order to avoid the
potential of undue influence. One
comment seeks greater transparency
from FDA and manufacturers for all
aspects of biologics. Another comment
states that all changes to medicine,
particularly those “which are proscribed
by some government entities, should be
subject to a public review.”

(Response) FDA acknowledges and
appreciates all comments on the
proposed rule. FDA agrees with
comments supporting public review and
transparency. However, FDA disagrees
with the comments opposing the
authority of the Director of CBER or
CDER to approve a biologic product.
FDA also disagrees with the comments
that the rule places the decisionmaking
process in the hands of one person, does
not allow for a deliberative process for
vaccine ingredient changes, and that
manufacturers will have an undue
influence in the approval process.

Under the provisions of the PHS Act,
and the Federal Food, Drug, and
Cosmetic Act (the FD&C Act), FDA has
the authority to issue and enforce
regulations designed to ensure that
biological products are safe, pure, and
potent. Through delegations of
authority,? the Directors of CBER and
CDER have been given the authority to
approve biological products. Thus, the
Directors of CBER and CDER may
approve a biologic product determined
to be safe, pure, and potent, based on
factors that include review of data, and
in some cases, taking into account
recommendations and input from
independent experts (e.g., advisory
committees), input from interested
parties, and public comments.

The PHS Act and the FD&C Act
provide FDA with the authority to issue
regulations that not only establish the

8 Delegations of authority give certain officials in
CBER and CDER the legal authority to take
substantive actions and perform certain functions of
the Commissioner of Food and Drugs. Staff Manual
Guide 1410.702 available on the Internet at
http://www.fda.gov/AboutFDA/
ReportsManualsForms/StaffManualGuides/
ucm049563.htm (accessed October 22, 2010); “Drug
and Biological Product Consolidation,” (68 FR
38067, June 26, 2003).

requirements for product approvals but
also establish the requirements for
clinical investigations of unapproved
biologics (21 U.S.C. 355(i) and 42 U.S.C.
262(a)(2)(A)). In accordance with part
312, manufacturers seeking to
investigate the use of a new biological
product in humans must follow
specified procedures and requirements
for investigational biological products.
During the IND process, manufacturers
must submit, for FDA review, data and
proposals for additional studies
intended to support the safety, purity,
and potency of a biological product.
Manufacturers also are required to
provide information on patient
outcomes and adverse events observed
during this investigation. FDA reviews
the submitted data and, upon
determining that the biological product
does not represent an unreasonable risk
to the safety of the persons who are the
subjects of the clinical investigation,
will allow a manufacturer to proceed
with the investigational use of a
biological product. A manufacturer,
after developing data to support
approval, may submit a BLA to FDA for
review and approval.

Under §601.2, the Director of CBER or
CDER may approve a manufacturer’s
application for a biologics license only
after a manufacturer submits an
application accompanied by data
derived from nonclinical laboratory and
clinical studies that demonstrate that
the manufactured product meets
requirements of safety, purity, and
potency. These data are reviewed by
appropriate experts to determine
whether the application meets the
statutory and regulatory requirements.
In addition to the recommendations
made by these experts, the Director of
CBER or CDER may seek input from
other sources within and outside of FDA
to determine whether the application
should be approved. Further, FDA
closely monitors the safety of a
biological product during its pre-
approval and post-approval
development, and may take corrective
action, as necessary to protect the
public.

In addition to the review process
described previously, a sponsor,
applicant, or manufacturer of a
biological product regulated under the
PHS Act (42 U.S.C. 262), may request
review of a scientific controversy by an
appropriate scientific advisory panel
(§10.75(b)(2) (21 CFR 10.75(b)(2)). Also,
under § 10.75(c), interested persons
outside of FDA may request internal
review of a decision through established
FDA channels of supervision or review.

Thus, the current regulations establish
procedures for review and evaluation of

biological products, which include
review by appropriate internal and
external experts. In addition, the current
regulations allow for public and private
entities to participate in FDA’s review
process, as appropriate. This process
serves to increase transparency and
helps ensure that the public health is
protected. The final rule maintains these
important regulatory procedures and
requirements while increasing FDA'’s
flexibility in employing advances in
science and technology.

(Comment 5) Several comments
opposed the proposed rule because the
commenters believe the rule would
make the use of vaccines less safe. One
commenter stated that FDA is ignoring
its mandate to make vaccines safer by
any and all means at its disposal; that
FDA is making vaccines less safe by
removing the certainty as to the
minimum standards that a biological
product must meet; and that the
proposed rule does not require that the
written requests for such exemptions or
alternatives include the appropriate
proofs (toxicological and
immunological) of the short-term and
long-term safety to the most susceptible
humans. A few comments stated that an
increase in the amount of aluminum
may compromise the safety of vaccines.
Another comment stated that families
do not feel that the current regulations
are “too prescriptive and unnecessarily
restrictive,” and that families would
prefer more stringent rules. Other
comments discussed specific concerns
with already-approved vaccines.

(Response) FDA acknowledges these
comments, as many of the issues were
considered in drafting the proposed
rule. However, FDA disagrees with the
assertion that the rule will result in a
decrease in the safety of vaccines and
other biological products for which a
request for an exception or alternative to
any requirement under § 610.15 is made
and approved. These regulations will
continue to be the criteria by which all
license applications will be evaluated.
However, in order to employ
advancements in treatment for certain
populations, such as treatment for
individuals suffering from life-
threatening conditions (e.g., cancer),
FDA needs flexibility in applying the
regulations. By analogy, as is stated in
the drug regulations at 21 CFR
314.105(c):

While the statutory standards apply to all
drugs, the many kinds of drugs that are
subject to statutory standards, and the wide
range of uses for those drugs demand
flexibility in applying the standards. Thus
FDA is required to exercise its scientific
judgment to determine the kind and quantity
of data and information an applicant is
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required to provide for a particular drug to
meet the statutory standards.

The final rule is consistent with this
CDER regulation as it allows the
Directors of CBER and CDER flexibility
in applying current standards for the
approval of an exception or alternative
to §610.15, when data submitted with
the request for an exception or
alternative, establish the safety, purity,
and potency of the biological product.

Further, consistent with existing
statutory and regulatory requirements,
the Directors of CBER and CDER will
not approve a biological product that is
unsafe for the intended population. The
final rule does not alter these statutory
and regulatory requirements nor does it
guarantee that a request for an exception
or alternative will be approved. The
final rule only allows the Director of
CBER or CDER the flexibility to approve
a manufacturer’s request for an
exception or alternative if the
manufacturer demonstrates that the
biological product is safe, pure, and
potent for use in the intended
population.

With regard to comments expressing
concern about the safety of previously
licensed vaccines or specific ingredients
in previously licensed vaccines, FDA
notes that those comments concerning
previously licensed vaccines are outside
the scope of this rulemaking action
because the rule only allows the
Director of CBER or CDER to approve a
manufacturer’s request for an exception
or alternative to any requirement in
§610.15, when the data submitted in
support of such a request establish the
safety, purity, and potency of the
biological product.

(Comment 6) One comment opposed
the proposed rule because the
commenter did not know how FDA
would monitor or enforce requirements
for adequate storage, aseptic
withdrawing techniques, and timely use
of vaccines in multiple-dose containers
without preservative or if additional
training would be given to health care
providers.

(Response) In addressing this
comment, FDA clarifies that all requests
for an exception or alternative are
subject to FDA regulations regarding the
monitoring and enforcement of
regulatory standards. These regulations
were established to assure the quality
and integrity of data submitted to FDA
in support of new product approvals
and to protect the rights and welfare of
the public. FDA accomplishes this
through various means, including
conducting onsite inspections, data
audits, product testing, and report
monitoring. FDA also provides advice

through guidances and other
communications which are provided to
assist interested parties in complying
with regulatory standards for the safety,
purity, and potency of a product.

(Comment 7) One comment provided
alternative revisions to the proposed
rule and other subsections within
§610.15. Specifically, the commenter
proposed that FDA revise the proposed
rule to read as follows:

Alternatives. Except for the generally
accepted standards of purity and quality, in
keeping with the vaccine safening mandates
set forth in 42 U.S.C. 300aa—27"; * * * “the
Director of the Genter for Biologics
Evaluation and Research or the Director of
the Center for Drug Evaluation and Research
may approve an exception or alternative to
any requirement in this section, provided the
manufacturer proves that the exception or
alternative would improve the safety of the
biological drug product or, failing that,
improves the effectiveness, not efficacy, or
reduces the per dose cost, of the biological
drug product without reducing the safety of
said product”; and * * * “include the
findings, pro and con, of and the data from
all of the studies conducted to support the
request.

(Response) FDA acknowledges the
comment and appreciates the
suggestions for revising § 610.15.
However, in accordance with the
regulations, FDA is seeking public
comment only on the proposed rule to
permit the Director of CBER or the
Director of CDER, as appropriate, to
approve exceptions or alternatives to the
regulation for constituent materials.
FDA’s response to the comments
requesting revisions to the proposed
rule are discussed in the paragraphs that
follow.

FDA disagrees with the commenter’s
suggested revisions to the proposed rule
because the revisions inappropriately
limit the application of the rule to
vaccines; allow more flexibility than is
intended for approving a manufacturer’s
request for an exception or alternative;
may lead to confusion about the rule;
and are unnecessary. As discussed
previously, the final rule allows the
Director of CBER or CDER flexibility to
approve a request for an exception or
alternative to a requirement under
§610.15 provided that data are
submitted that establish the safety,
purity, and potency of the specific
biological product. These statutory and
regulatory requirements apply to the use
of constituent materials in all biological
products and not just to vaccines as the
comment suggests. In addition, FDA
may only approve a BLA for a vaccine
or other biological product if it has been
demonstrated to be “safe, pure, and
potent.” The commenter’s suggestions

that FDA should take cost
considerations into account when
making a decision to approve a vaccine
are inconsistent with FDA’s regulatory
authority. Although FDA is sensitive to
issues of cost, current statutory
standards for constituent materials are
based on the safety, purity, and potency
of the product. Furthermore, the
suggested revisions to the proposed rule
inappropriately limit what FDA may
consider with respect to a request for an
exception or alternative. Manufacturers
are required by current regulations to
submit all available data, including
adverse event reports, with a BLA. FDA
reviews the data to determine whether
an application should be approved. The
final rule, as consistent with current
regulations, does not allow the Director
of CBER or CDER to approve an
application if the data are not sufficient
to establish that the biological product
is safe, pure, and potent in relation to
the manufacturer’s intended use of the
product.

IV. Legal Authority

FDA is issuing this regulation under
the biological products provisions of the
PHS Act (42 U.S.C. 262 and 264) and
the drugs and general administrative
provisions of the FD&C Act (sections
201, 301, 501, 502, 503, 505, 510, 701,
and 704) (21 U.S.C. 321, 331, 351, 352,
353, 355, 360, 371, and 374). Under
these provisions of the PHS Act and the
FD&C Act, we have the authority to
issue and enforce regulations designed
to ensure that biological products are
safe, pure, and potent; and prevent the
introduction, transmission, and spread
of communicable disease.

V. Analysis of Impacts

A. Review Under Executive Order
12866, the Regulatory Flexibility Act,
and the Unfunded Mandates Reform
Act of 1995

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

The Regulatory Flexibility Act
requires agencies to analyze regulatory
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options that would minimize any
significant impact of a rule on small
entities. Because the final rule allows
the Director of CBER or the Director of
CDER, as appropriate, to approve
exceptions or alternatives to the
regulations for constituent materials,
this action increases the flexibility and
reduces the regulatory burden for
affected entities. Therefore, FDA
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 $135
million, using the most current (2009)
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.

The benefit of this regulatory action is
its reduction, through greater flexibility
in the regulatory requirements, of
burdens on the biological products
industry. These issues are discussed in
greater detail in section I of this
document. Industry cost reductions may
result in consumers being offered lower
prices or wider availability of existing
and new biological products; this would
have a positive effect on patients’
welfare.

Any administrative and paperwork
costs associated with this regulatory
action are expected to be minimal and
widely dispersed among affected
entities. Based on FDA experience, we
estimate that we would receive a total
of approximately three requests
annually for an exception or alternative
under § 610.15. FDA experience with
similar information collection
requirements suggests that
approximately 1 hour would be required
to prepare and submit each such
request.

We received comments expressing
concern that this rule would generate
additional costs in the form of negative
public health effects. FDA has
considered the potential for adverse
consequences, including increased
morbidity and mortality, associated
with allowing deviations from the
constituent materials regulations set
forth in § 610.15(a) through (c), and will
grant exemptions only in cases where

data indicate that biological products in
their exempted forms will be safe, pure,
and potent for the conditions for which
the applicant is seeking approval. As
experience with the October 1981 rule
has shown, FDA is able to conduct a
constituent materials exemption process
in a manner that is consistent with its
public health mandate. For all these
reasons, we believe the final rule will
impose no overall public health cost.

B. Environmental Impact

The Agency has determined under 21
CFR 25.31(h) that this action is of a type
that does not individually or
cumulatively have a significant adverse
effect on the human environment.
Therefore, neither an environmental
assessment nor an environmental
impact statement is required.

C. 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 effects on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, the
Agency has concluded that the 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.

VI. Paperwork Reduction Act of 1995

Section 610.15(d) of this final rule
contains reporting requirements that
were submitted for review and approval
to the Director of the Office of
Management and Budget (OMB), as
required by section 3507(d) of the
Paperwork Reduction Act of 1995. The
requirements were approved and
assigned OMB control number 0910—
0666.

List of Subjects in 21 CFR Part 610

Biologics, 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 part 610 is amended
as follows:

PART 610—GENERAL BIOLOGICAL
PRODUCTS STANDARDS

m 1. 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 2. Amend §610.15 by adding
paragraph (d) to read as follows:

§610.15 Constituent materials.
* * * * *

(d) The Director of the Center for
Biologics Evaluation and Research or
the Director of the Center for Drug
Evaluation and Research may approve
an exception or alternative to any
requirement in this section. Requests for
such exceptions or alternatives must be
in writing.

Dated: April 7, 2011.

Leslie Kux,

Acting Assistant Commissioner for Policy.
[FR Doc. 2011-8885 Filed 4-12—11; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

21 CFR Part 1314
[Docket No. DEA-3471]
RIN 1117-AB30

Self-Certification and Employee
Training of Mail-Order Distributors of
Scheduled Listed Chemical Products

AGENCY: Drug Enforcement
Administration (DEA), Department of
Justice.

ACTION: Interim final rule with request
for comment.

SUMMARY: On October 12, 2010, the
President signed the Combat
Methamphetamine Enhancement Act of
2010 (MEA). It establishes new
requirements for mail-order distributors
of scheduled listed chemical products.
Mail-order distributors must now self-
certify to DEA in order to sell scheduled
listed chemical products at retail. Sales
at retail are those sales intended for
personal use; mail-order distributors
that sell scheduled listed chemical
products not intended for personal use,
e.g., sale to a university, are not affected
by the new law. This self-certification
must include a statement that the mail-
order distributor understands each of
the requirements that apply under part
1314 and agrees to comply with these
requirements. Additionally, mail-order
distributors are now required to train
their employees prior to self
certification. DEA is promulgating this
rule to incorporate the statutory
provisions and make its regulations
consistent with the new requirements
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and other existing regulations related to
self-certification.

DATES: Effective Date: This rule is
effective April 13, 2011.

Comment Date: Written comments
must be postmarked and electronic
comments must be submitted on or
before June 13, 2011. Commenters
should be aware that the electronic
Federal Docket Management System
will not accept comments after midnight
Eastern Time on the last day of the
comment period.

ADDRESSES: To ensure proper handling
of comments, please reference “Docket
No. DEA-347” on all written and
electronic correspondence. Comments
may be sent electronically through
http://www.regulations.gov using the
electronic comment form provided on
that site. An electronic copy of this
document is also available at the http://
www.regulations.gov Web site.
Comments may be sent to DEA by
sending an electronic message to
dea.diversion.policy@usdoj.gov. DEA
will accept attachments to electronic
comments in Microsoft Word,
WordPerfect, Adobe PDF, or Excel file
formats only. DEA will not accept any
file formats other than those specifically
listed here.

Please note that DEA is requesting
that electronic comments be submitted
before midnight Eastern Time on the
day the comment period closes because
http://www.regulations.gov terminates
the public’s ability to submit comments
at midnight Eastern Time on the day the
comment period closes. Commenters in
time zones other than Eastern Time may
want to consider this so that their
electronic comments are received.

Written comments sent via regular or
express mail should be sent to the Drug
Enforcement Administration, Attention:
DEA Federal Register Representative/
ODL, 8701 Morrissette Drive,
Springfield, VA 22152.

All comments sent via regular or
express mail will be considered timely
if postmarked on the day the comment
period closes.

FOR FURTHER INFORMATION CONTACT:
Cathy A. Gallagher, Acting Chief,
Liaison and Policy Section, Office of
Diversion Control, Drug Enforcement
Administration, 8701 Morrissette Drive,
Springfield, VA 22152; telephone: (202)
307-7297.

SUPPLEMENTARY INFORMATION:

Posting of Public Comments

Please note that all comments
received are considered part of the
public record and made available for
public inspection online at http://
www.regulations.gov and in the Drug

Enforcement Administration’s public
docket. Such information includes
personal identifying information (such
as your name, address, etc.) voluntarily
submitted by the commenter.

If you want to submit personal
identifying information (such as your
name, address, etc.) as part of your
comment, but do not want it to be
posted online or made available in the
public docket, you must include the
phrase “PERSONAL IDENTIFYING
INFORMATION” in the first paragraph
of your comment. You must also place
all the personal identifying information
you do not want posted online or made
available in the public docket in the first
paragraph of your comment and identify
what information you want redacted.

If you want to submit confidential
business information as part of your
comment, but do not want it to be
posted online or made available in the
public docket, you must include the
phrase “CONFIDENTIAL BUSINESS
INFORMATION” in the first paragraph
of your comment. You must also
prominently identify confidential
business information to be redacted
within the comment. If a comment has
so much confidential business
information that it cannot be effectively
redacted, all or part of that comment
may not be posted online or made
available in the public docket.

Personal identifying information and
confidential business information
identified and located as set forth above
will be redacted and the comment, in
redacted form, will be posted online and
placed in the Drug Enforcement
Administration’s public docket file.
Please note that the Freedom of
Information Act applies to all comments
received. If you wish to inspect the
agency’s public docket file in person by
appointment, please see the FOR
FURTHER INFORMATION CONTACT
paragraph.

DEA’s Legal Authority

DEA implements and enforces the
Comprehensive Drug Abuse Prevention
and Control Act of 1970, often referred
to as the Controlled Substances Act
(CSA) and the Controlled Substances
Import and Export Act (21 U.S.C. 801—
971), as amended. DEA publishes the
implementing regulations for these
statutes in Title 21 of the Code of
Federal Regulations (CFR), parts 1300 to
1321. These regulations are designed to
ensure that there is a sufficient supply
of controlled substances for legitimate
medical, scientific, research, and
industrial purposes and to deter the
diversion of controlled substances to
illegal purposes.

The CSA mandates that DEA establish
a closed system of control for
manufacturing, distributing, and
dispensing controlled substances. Any
person who manufactures, distributes,
dispenses, imports, exports, or conducts
research or chemical analysis with
controlled substances must register with
DEA (unless exempt) and comply with
the applicable requirements for the
activity.

The CSA as amended also requires
DEA to regulate the manufacture,
distribution, importation, and
exportation of chemicals that may be
used to manufacture controlled
substances illegally. Listed chemicals
that are classified as List I chemicals are
important to the manufacture of
controlled substances. Those classified
as List I chemicals may be used to
manufacture controlled substances.

On October 12, 2010, the President
signed the Combat Methamphetamine
Enhancement Act of 2010 (MEA) (Pub.
L. 111-268). Generally, the
Administrative Procedure Act (APA) (5
U.S.C. 553) requires agencies to provide
notice of proposed rulemaking and the
opportunity for public comment in its
regulations implementing an Act of
Congress. However, an agency may find
good cause to exempt a rule from certain
provisions of the APA, including notice
of proposed rulemaking and the
opportunity for public comment, if it is
determined to be unnecessary,
impracticable, or contrary to the public
interest. DEA is invoking the APA good
cause exception and promulgating this
rule as an interim final rule rather than
a proposed rule because the
requirements of the MEA addressed by
this rulemaking are self-implementing
and changes in this rulemaking provide
conforming amendments to make the
language of the regulations consistent
with that of the law. The MEA also
specifically states that “[t]he Attorney
General may issue regulations on an
interim basis as necessary to ensure the
implementation of this Act by the
effective date.” Public Law 111-268,
Sec. 6(b). DEA is accepting comments
on this rulemaking.

Mail-Order Distributor

DEA regulations do not specifically
define “mail-order distributor.”
However, part 1314 of the regulations
defines “mail-order sale” as “a retail sale
of scheduled listed chemical products
for personal use where a regulated
person uses or attempts to use the U.S.
Postal Service or any private or
commercial carrier to deliver the
product to the customer.” 21 CFR
1314.03. Also, mail-order sale “includes
purchase orders submitted by phone,
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mail, fax, Internet, or any method other
than face-to-face transaction.” 21 CFR
1314.03.

The idea of mail-order distributor is
further developed later in part 1314,
which discusses a “regulated person
who makes a sale at retail of a
scheduled listed chemical product and
is required under § 1310.03(c) of this
chapter to submit a report of the sales
transaction to the Administration
* % *” 21 CFR 1314.100(a). The CSA
(21 U.S.C. 830(b)(3)) and its
implementing regulations impose
recordkeeping and reporting
requirements on “[e]ach regulated
person who engages in a transaction
with a nonregulated person or who
engages in an export transaction that
involves ephedrine, pseudoephedrine,
phenylpropanolamine, or gamma-
hydroxybutyric acid, including drug
products containing these chemicals,
and uses or attempts to use the Postal
Service or any private or commercial
carrier * * *” 21 CFR 1310.03(c). Such
persons are obligated to file monthly
reports with DEA. 21 CFR 1310.03(c).

Combat Methamphetamine
Enhancement Act of 2010

The MEA amends the CSA to change
the regulations for selling scheduled
listed chemical products—
nonprescription products that contain
ephedrine, pseudoephedrine, and
phenylpropanolamine, their salts,
optical isomers, and salts of optical
isomers. The law requires that each
regulated person making sales at retail
of a scheduled listed chemical product
who is required under Title 21 of the
United States Code ((21 U.S.C.
830(b)(3)) to submit monthly reports of
sales transactions to the Attorney
General (referred to as mail-order
distributors) may not sell any scheduled
listed chemical product at retail unless
such regulated person has submitted to
the Attorney General a self-certification.
Sales at retail are those sales intended
for personal use; mail-order distributors
that sell scheduled listed chemical
products not intended for personal use,
e.g., sale to a university, are not affected
by the new law. The requirement of self-
certification becomes effective April 10,
2011 (180 days after enactment on
October 10, 2010). Mail-order
distributors must be self-certified before
they can sell scheduled listed chemical
products. Such self-certification must be
consistent with the criteria established
for certifications of regulated sellers—
i.e., retail stores and mobile retail
vendors—of scheduled listed chemical
products.

To that end, and pursuant to the
requirements of 21 U.S.C.

830(e)(1)(B)(ii)(II), DEA is requiring that
each mail-order distributor must be self-
certified at each place of business at
which they sell these products at retail.
For a mail-order distributor, this would
mean that each location that prepares or
packages product for distribution to
customers, and each location where
employees accept payment for such
sales, must be self-certified.

Pursuant to the requirements of 21
U.S.C. 830(e)(1)(B)(iii)(I) pertaining to
regulated sellers, the self-certification
for mail-order distributors is required to
take place via the Internet on DEA’s
Web site. Self-certification includes a
statement that the mail-order
distributors understand the
requirements and agree to comply with
them. MEA also makes it unlawful to
negligently fail to self-certify as required
under 21 U.S.C. 830, by an amendment
to 21 U.S.C. 842(a)(10). Public Law 111-
268, Sec. 5. This applies to regulated
sellers and mail-order distributors.

The MEA also includes a provision
which states that “[tlhe Attorney
General shall by regulation establish
criteria for certifications of mail-order
distributors that are consistent with the
criteria established for the certifications
of regulated sellers under paragraph
(1)(B).” 21 U.S.C. 830(e)(2)(C), as
amended by Public Law 111-268, Sec.
2. This means that mail-order
distributors are now required to train
their employees prior to self
certification.

Provisions of the Combat
Methamphetamine Enhancement Act of
2010

Prior to MEA, mail-order distributors
of scheduled listed chemical products,
which covered any sale where the
product is shipped using the Postal
Service or any private or commercial
carrier, did not have to self-certify. They
did have to file monthly reports of all
sales of scheduled listed chemical
products with DEA, and they were
required to verify the identity of their
customer before shipping scheduled
listed chemical products. 21 U.S.C.
830(b)(3) and 830(e)(2)(A).

Sales of scheduled listed chemical
products by mail-order distributors.
MEA requires that on and after April 10,
2011, a mail-order distributor must not
sell scheduled listed chemical products
at retail unless it has self-certified to
DEA, through DEA’s Web site. The self-
certification requires the mail-order
distributor to confirm the following:

¢ Its employees who will be engaged
in the sale of scheduled listed chemical
products have undergone training
regarding provisions of the Combat

Methamphetamine Epidemic Act of
2005 (CMEA).

e Records of the training are
maintained.

e Sales to individuals do not exceed
3.6 grams of ephedrine,
pseudoephedrine, or
phenylpropanolamine per day. For
mail-order distributors, sales to
individuals do not exceed 7.5 grams of
ephedrine, pseudoephedrine, or
phenylpropanolamine per 30-day
period.

e Nonliquid forms are packaged as
required. The mail-order distributor
must train its employees and self-certify
before either the mail-order distributor
or individual employees may sell
scheduled listed chemical products. The
law governing self-certification of mail-
order distributors does not explicitly
make such certifications subject to 18
U.S.C. 1001, as is the case for regulated
sellers whose sales are limited almost
exclusively to face-to-face retail
transactions. Compare 21 U.S.C.
830(e)(1)(B) to 830(e)(2)(C). However, a
mail-order distributor who knowingly or
willfully self-certifies to facts that are
not true is subject to fines and
imprisonment by virtue of general
applicability of 18 U.S.C. 1001. Also,
when Congress directed that regulations
of the Attorney General establish criteria
for the certification of mail-order
distributors “that are consistent with the
criteria established for the certification
of regulated sellers under paragraph
(1)(B),” it must have intended that this
Federal false statements statute apply.

Training. DEA has developed training
that it has made available on its Web
site (http://
www.deadiversion.usdoj.gov).
Employers must use the content of this
training in the training of their
employees who sell scheduled listed
chemical products. An employer may
include content in addition to DEA’s
content, but DEA’s content must be
included in the training. For example, a
mail-order distributor may elect to
incorporate DEA’s content into initial
training for new employees.

Training records. On and after April
10, 2011, each employee of a mail-order
distributor who is responsible for
delivering scheduled listed chemical
products to purchasers or who deals
directly with purchasers by obtaining
payment for the scheduled listed
chemical products must undergo
training and must sign an
acknowledgement of training received
prior to selling scheduled listed
chemical products. This record must be
kept in the employee’s personnel file.

Self-certification. MEA adds the
requirement that mail-order distributors
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self-certify with DEA. As noted
previously, MEA also makes it unlawful
for mail-order distributors to negligently
fail to self-certify as required under 21
U.S.C. 830.

On and after April 10, 2011, under the
requirements of MEA, mail-order
distributors who sell at retail must self-
certify to DEA as described above. DEA
has established a Web page that will
allow mail-order distributors of
scheduled listed chemical products to
complete the self-certification online
and submit it to DEA electronically. A
self-certification certificate will
immediately be generated by DEA upon
receipt of the application. The mail-
order distributors will print this self-
certification certificate, or if they are
unable to print it, DEA will print and
mail the certificate to the self-certifier.

Time for self-certification. MEA
requires that mail-order distributors
self-certify by April 10, 2011. When a
regulated person files the initial self-
certification, the Administration will
assign the regulated person to one of
twelve groups. The expiration date of
the self-certification for all regulated
persons in any group will be the last day
of the month designated for that group.
In assigning a regulated person to a
group, the Administration may select a
group with an expiration date that is not
less than 12 months or more than 23
months from the date of self-
certification. After the initial
certification period, the regulated
person must update the self-certification
annually. It is the responsibility of the
mail-order distributor to ensure that
they renew the self-certification before it
lapses.

Fee for self-certification. To comply
with the requirement of the CSA that
fees be set at a level to ensure the
recovery of the full costs of operating
the various aspects of the Diversion
Control Program, DEA established an
annual self-certification fee for certain
regulated sellers selling scheduled listed
chemical products at retail. The annual
self-certification fee for regulated sellers
who are not DEA pharmacy registrants
is $21. To make regulations regarding
mail-order distributors consistent with
those for regulated sellers, the same self-
certification fee will apply to any mail-
order distributor that is not a DEA-
registered pharmacy.

Table 1 summarizes the requirements
for mail-order distributors of scheduled
listed chemical products that are now in
place since the passage of the MEA.

TABLE 1—SUMMARY OF
REQUIREMENTS BY TYPE OF SELLER

Mail-order sellers
Daily sales limit ............... 3.6 gm/chemical.
30-day sales limit ............ 7.5 gm.
Blister packs .......ccccceeenne Yes.
Storage .......... NA.
Logbook ......... NA.
Customer ID ......... Verify ID.
Train employees ... Yes.
Self-Certify ............ Yes.
Monthly reports ..... ... | Yes.
Theft and loss reports ..... Yes.

Discussion of the Rule

To make the rule easier to follow for
regulated sellers and mail-order
distributors, DEA previously created
part 1314 that includes all requirements
related to the sale of scheduled listed
chemical products to end users. Subpart
A contains requirements that apply to
any retail sale. Subpart B applies to
regulated sellers (retail distributors and
mobile retail vendors). Subpart C
applies to retail sales that are shipped
by mail or private or commercial
carriers, regardless of how those sales
are ordered.

In Subpart C, Section 1314.101 is
being added to address employee
training for mail-order distributors.
Section 1314.102 is added to address
self-certification for mail-order
distributors. Section 1314.103 covers
the self-certification fee and the time of
payment for this fee. As discussed
above, DEA is setting an annual period
for renewal of the certification. DEA has
developed a page on its Web site that
will allow mail-order distributors to
complete and submit the self-
certification form online and print out a
self-certification certificate for their
records. The information required will
include the name and address of the
location, a point of contact, and tax
identification number.

Regulatory Certifications

Administrative Procedure Act (5 U.S.C.
553)

The Administrative Procedure Act
(APA) generally requires that agencies,
prior to issuing a new rule, publish a
Notice of Proposed Rulemaking in the
Federal Register. However, the Combat
Methamphetamine Enhancement Act
specifically states, “[tlhe Attorney
General may issue regulations on an
interim basis as necessary to ensure the
implementation of this Act by the
effective date.” Public Law 111-268,
Sec. 6(b). Additionally, the APA
provides that agencies may be excepted
from this requirement when “the agency
for good cause finds (and incorporates

the finding and a brief statement of
reasons therefor in the rules issued) that
notice and public procedure thereon are
impracticable, unnecessary, or contrary
to the public interest.” 5 U.S.C.
553(b)(B).

With publication of this interim final
rule, DEA is invoking this “good cause”
exception to the APA’s notice
requirement based on the combination
of several factors. The MEA is effective
180 days after its passage. Mail-order
distributors selling scheduled listed
chemical products at retail must self-
certify with DEA in order to continue to
sell these products. Based on the
effective date and the requirements of
the MEA, it is impracticable for DEA to
comply with the APA’s notice and
comment requirements due to the
limited time involved. Were DEA not to
publish this interim final rule with
Request for Comment, mail-order
distributors selling scheduled listed
chemical products at retail would not be
able to self-certify by the date specified
in the law. As a result, these mail-order
distributors would be forced to stop
selling scheduled listed chemical
products, or violate the law by doing so.
Thus, DEA also finds it is contrary to
the public interest to DEA to comply
with the APA’s notice and comment
requirements due to the potential
disruption of sales of scheduled listed
chemical products by mail-order
distributors.

In light of these factors, DEA finds
that “good cause” exists to issue this
interim rule without engaging in
traditional notice and comment
rulemaking.

Regulatory Flexibility Act

The Deputy Assistant Administrator,
Office of Diversion Control, hereby
certifies that this rulemaking has been
drafted in accordance with the
Regulatory Flexibility Act (5 U.S.C.
601-612). The Regulatory Flexibility
Act (RFA) applies to rules that are
subject to notice and comment. DEA has
determined, as explained above, that
public notice and comment are
impracticable and contrary to the public
interest. Consequently, the RFA does
not apply.

Although the RFA does not apply to
this interim final rule, DEA has
reviewed the potential impacts. DEA
does not believe that it will have a
significant economic impact on small
entities. Based on reports filed, DEA
expects that the rule will affect only 9
firms, two of which are not small based
on the Small Business Administration’s
size standards. For the seven small
firms, the only costs are the $21 annual
fee, the time required to complete the
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certification (0.5 hours or about $20 for
a new self-certification application), and
cost of training (0.5 hours or about $10).
The cost of compliance for these firms,
which appear to have between 5 and 25
employees, not all of whom would need
to be trained, is less than $200 and in
most cases, less than $100. The smallest
mail order pharmacies (those with fewer
than five employees) have average
annual sales of $1 million. The cost of
compliance is, therefore, less than 0.1
percent of sales and would not impose

a significant economic burden on any
small entity.

Executive Order 12866

The Deputy Assistant Administrator,
Office of Diversion Control, further
certifies that this rulemaking has been
drafted in accordance with the
principles in Executive Order 12866
§ 1(b). It has been determined that this
is “a significant regulatory action.”
Therefore, this action has been reviewed
by the Office of Management and
Budget. As discussed above, this action
is codifying statutory provisions and
involves no agency discretion. However,
DEA has reviewed the potential benefits
and costs following OMB Circular A—4.

The time for a mail-order distributor
to self-certify is estimated at 0.5 hours.
Additionally, the time for a mail-order
distributor to train employees is
estimated at 0.5 hours. The nine affected
firms range in size from 5 employees to
more than 800. DEA assumes that the
smallest firms will train half their
employees and the two large firms will
train 20 percent, based on the
percentage of retail sales persons, order
clerks, and order fillers to total
employment in the retail mail order
sector. The total cost of the rule is
estimated to be less than $2,600. DEA
does not expect that the rule will lead
any of the firms to discontinue sales of
the products because they are already
reporting to DEA on these sales. The
low cost of compliance is unlikely to
discourage firms from selling the
products.

Benefits. Congress passed the MEA to
better track retail sales of scheduled
listed chemical products by requiring
self-certification of mail-order
distributors in addition to regulated
sellers (retailers). The MEA also makes
it more difficult for regulated sellers and
mail-order distributors to obtain
scheduled listed chemical products
from distributors by prohibiting
distributors from selling to them if they
have not self-certified. This leaves less
opportunity for diversion at the retail
level.

Methamphetamine remains the
primary drug produced in illicit

laboratories within the United States.
The vast majority of these laboratories
used pharmaceutical products
containing pseudoephedrine, ephedrine,
and phenylpropanolamine as the source
of precursor material.

Conclusion. MEA’s requirements will
not impose an annual cost on the
economy of $100 million or more, the
standard for an economically significant
rule under Executive Order 12866.

Executive Order 13563

Published on January 18, 2011,
Executive Order 13563 supplements and
reaffirms the principles established in
Executive Order 12866. 76 FR 3821. The
new Executive Order emphasizes the
importance of public participation and
cost-effectiveness within the context of
the regulatory process. DEA has
carefully considered the requirements of
the Executive Order and has concluded
that this rule satisfies the applicable
requirements. Although the MEA
provides authorization to issue rules on
an interim basis in order to implement
the self-certification requirements of
Section 2 of the Act, DEA has requested
public comment in order to ensure that
its regulatory process maintains a
flexible approach and seeks the view of
all persons potentially affected by the
MEA’s requirements. Further, because
this rule contains a 60-day comment
period and utilizes regulations.gov
regarding its rulemaking docket, it
complies with the specific requirements
of Section 2(b) of the Executive Order.
76 FR 3821, 3822. Finally, DEA believes
its rule to be cost-effective and tailored
to impose the least possible burden.
There are only 9 mail-order distributors
that would be affected by this rule and
the cost of implementation is low.

Paperwork Reduction Act of 1995

To address the new mandates of MEA,
DEA is revising an existing information
collection “Self-Certification, Training,
and Logbooks for Regulated Sellers and
Mail-Order Distributors of Scheduled
Listed Chemical Products,” Information
Collection 1117-0046. MEA requires
mail-order distributors to train any
employee who will be involved in
selling scheduled listed chemical
products and to document the training.
Mail-order distributors must also self-
certify to DEA that all affected
employees have been trained and that
the mail-order distributor is in
compliance with all provisions of the
CMEA.

The Department of Justice, Drug
Enforcement Administration, has
submitted the following information
collection request to the Office of
Management and Budget for review and

clearance in accordance with review
procedures of the Paperwork Reduction
Act of 1995. The information collection
is published to obtain comments from
the public and affected agencies.

All comments and suggestions, or
questions regarding additional
information, to include obtaining a copy
of the information collection instrument
with instructions, should be directed to
Cathy A. Gallagher, Acting Chief,
Liaison and Policy Section, Office of
Diversion Control, Drug Enforcement
Administration, 8701 Morrissette Drive,
Springfield, VA 22152. Written
comments and suggestions from the
public and affected agencies concerning
the collection of information are
encouraged. Your comments on the
information collection-related aspects of
this rule should address one or more of
the following four points:

e Evaluate whether the collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information will have practical utility;

e Evaluate the accuracy of the
agency’s estimate of the burden of the
collection of information, including the
validity of the methodology and
assumptions used;

e Enhance the quality, utility, and
clarity of the information to be
collected; and

e Minimize the burden of the
collection of information on those who
are to respond, including through the
use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology,
e.g., permitting electronic submission of
responses.

Overview of Information Collection
1117-0046

(1) Type of Information Collection:
Revision of an existing collection.

(2) Title of the Form/Collection: Self-
certification, Training and Logbooks for
Regulated Sellers and Mail-Order
Distributors of Scheduled Listed
Chemical Products.

(3) Agency form number, if any, and
the applicable component of the
Department of Justice sponsoring the
collection:

Form Number: DEA Form 597.

Office of Diversion Control, Drug
Enforcement Administration, U.S.
Department of Justice.

(4) Affected public who will be asked
or required to respond, as well as a brief
abstract:

Primary: Business or other for-profit.

Other: None.

Abstract: The Controlled Substances
Act mandates that regulated sellers of
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scheduled listed chemical products
maintain a written or electronic logbook
of sales. The CSA also requires that
regulated sellers and mail-order
distributors retain a record of employee
training, and complete a self-
certification form verifying the training
and compliance with CMEA provisions

regarding retail sales of scheduled listed
chemical products.

(5) An estimate of the total number of
respondents and the amount of time
estimated for an average respondent to
respond.

As discussed in the previous section,
DEA estimates the number of mail-order

distributors to be around 9. The average
annual burden hour per respondent is
1.8 hours.

(6) An estimate of the total public
burden (in hours) associated with the
collection: 16 hours.

The following table presents the
burden hour calculations.

TABLE 2—ESTIMATE OF TOTAL BURDEN HOURS

i ; Number of Total burden
Activity Unit burden hour activities hours
Training record ........ccoocoeeviiiiieiie s 0.05 hour (3 MINULES) .....c.cccviiiiiiiiiiieeeeee e, 410,228 20,511.4
Self-certification (regulated sellers) ............ 0.25 hour (15 minutes) 64,000 16,000
Self-certification (mail-order distributors) .... 0.5 hours (30 minutes) 9 4.5
Transaction reCord ........ccovcvuverrceeeriieeeseeeeeeeeeseee e 0.033 hour (2 MINULES) ...eeeeverieeeiieeeeeeeeeeeeeeee e 25,500,000 850,000
Customer time ........occveeeiiiiececce e, 0.033 hour (2 MINUEES) ....cceviiiieiiieeieee e 25,500,000 850,000
1] €= O PSP OUUPTUPUUPI EPPPPPRTTRPRN 1,736,515.9

If additional information is required
contact: Lynn Murray, Department
Clearance Officer, Information
Management and Security Staff, Justice
Management Division, Department of
Justice, Two Constitution Square, 145 N
Street, NE., Suite 2E-502, Washington,
DC 20530.

Executive Order 12988

This regulation meets the applicable
standards set forth in sections 3(a) and
3(b)(2) of Executive Order 12988 Civil
Justice Reform.

Executive Order 13132

This rulemaking does not impose
enforcement responsibilities on any
State; nor does it diminish the power of
any State to enforce its own laws. These
requirements, however, are mandated
under MEA, and DEA has no authority
to alter them or change the preemption.
Accordingly, this rulemaking does not
have federalism implications warranting
the application of Executive Order
13132.

Unfunded Mandates Reform Act of 1995

This rule will not result in the
expenditure by State, local, and Tribal
governments, in the aggregate, or by the
private sector, of $126,400,000 or more
in any one year, and will not
significantly or uniquely affect small
governments. Therefore, no actions were
deemed necessary under the provisions
of the Unfunded Mandates Reform Act
of 1995.

Congressional Review Act

This rule is not a major rule as
defined by section 804 of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Congressional
Review Act). This rule will not result in
an annual effect on the economy of

$100,000,000 or more. It will not cause
a major increase in costs or prices; or
significant adverse effects on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based
companies to compete with foreign-
based companies in domestic and
export markets.

List of Subjects in 21 CFR Part 1314

Drug traffic control, Reporting and
recordkeeping requirements.

For the reasons set out above, 21 CFR
part 1314 is amended as follows:

PART 1314—RETAIL SALE OF
SCHEDULED LISTED CHEMICAL
PRODUCTS

m 1. The authority citation for part 1314
continues to read as follows:

Authority: 21 U.S.C. 802, 830, 842, 871(b),
875, 877, 886a.

m 2. Section 1314.101 is added to read
as follows:

§1314.101 Training of sales personnel.

Each regulated person who makes a
sale at retail of a scheduled listed
chemical product and is required under
§1310.03(c) of this chapter to submit a
report of the sales transaction to the
Administration must ensure that its
sales of a scheduled listed chemical
product at retail are made in accordance
with the following:

(a) In the case of individuals who are
responsible for preparing and packaging
scheduled listed chemical products for
delivery to purchasers through the
Postal Service or any private or
commercial carrier or who deal either
directly or indirectly with purchasers by
obtaining payments for the products, the
regulated person has submitted to the
Administration a self-certification that

all such individuals have, in accordance

with criteria issued by the

Administration, undergone training

provided by the regulated person to

ensure that the individuals understand

the requirements that apply under this
art.

(b) The regulated person maintains a
copy of each self-certification and all
records demonstrating that individuals
referred to in paragraph (a) of this
section have undergone the training.

m 3. Section 1314.102 is added to read
as follows:

§1314.102 Self-certification.

(a) A regulated person who makes a
sale at retail of a scheduled listed
chemical product and is required under
§ 1310.03 of this chapter to submit a
report of the sales transaction to the
Attorney General must submit to the
Administration the self-certification
referred to in §1314.101(a) in order to
sell any scheduled listed chemical
product. The certification is not
effective for purposes of this section
unless, in addition to provisions
regarding the training of individuals
referred to in § 1314.101(a), the
certification includes a statement that
the regulated person understands each
of the requirements that apply in this
part and agrees to comply with the
requirements.

(b) When a regulated person files the
initial self-certification, the
Administration will assign the regulated
person to one of twelve groups. The
expiration date of the self-certification
for all regulated persons in any group
will be the last day of the month
designated for that group. In assigning a
regulated person to a group, the
Administration may select a group with
an expiration date that is not less than
12 months or more than 23 months from
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the date of self-certification. After the
initial certification period, the regulated
person must update the self-certification
annually.

(c) The regulated person who makes
a sale at retail of a scheduled listed
chemical product and is required under
§ 1310.03 of this chapter to submit a
report of the sales transaction to the
Attorney General must provide a
separate certification for each place of
business at which the regulated person
sells scheduled listed chemical products
at retail.
W 4. Section 1314.103 is added to read
as follows:

§1314.103 Self-certification fee; time and
method of fee payment.

(a) Each regulated person who makes
a sale at retail of a scheduled listed
chemical product and is required under
§ 1310.03 of this chapter to submit a
report of the sales transaction to the
Administration must pay a fee for each
self-certification. For each initial
application to self-certify, and for the
renewal of each existing self-
certification, a regulated seller shall pay
a fee of $21.

(b) The fee for self-certification shall
be waived for any person holding a
current, DEA registration in good
standing as a pharmacy to dispense
controlled substances.

(c) A regulated person shall pay the
fee at the time of self-certification.

(d) Payment shall be made by credit
card.

(e) The self-certification fee is not
refundable.

Dated: April 8, 2011.
Joseph T. Rannazzisi,

Deputy Assistant Administrator, Office of
Diversion Control.

[FR Doc. 2011-9016 Filed 4-12—11; 8:45 am]
BILLING CODE 4410-09-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 1
[TD 9515]
RIN 1545-BH20

Guidance Under Section 1502;
Amendment of Matching Rule for
Certain Gains on Member Stock

Correction

In rule document 2011-4846
appearing on pages 11956—11959 in the
issue of Friday, March 4, 2011, make the
following corrections:

1. On page 11956, in the third
column, under the Background heading,

in the third line, “See” should read
“See”.

2. On page 11957, in the first column,
in the sixth line from the top, “See”
should read “See”.

PART 1—[CORRECTED]

3. On page 11958, in the first column,
in the fourth line, in amendatory
instruction 3., “Paragraph (c)(7(iii)”
should read “Paragraph (c)(7)(iii)”.

§1.1502-13 [Corrected]

4. On the same page, in §1.502—
13(c)(7)(ii), in Example 16(b), in the
third column, in the 36th line, “See”
should read “See”.

5. On the same page, in § 1.502—
13(c)(7)(ii), in Example 17(b), in the
third column, in the fourth line from the
bottom, “See” should read “See”.

6. On page 11959, in § 1.502—
13(c)(7)(ii), in Example 17(b), in the first
column, in the 16th line from the top,
“See” should read “See”.

7. On the same page, in § 1.502—
13(c)(7)(iii)(B), in the first column, in
the third line, “see” should read “see”.

8. On the same page, in § 1.502—
13(c)(7)(iii)(B), in the first column, in
the seventh line, “see” should read “see”.

§1.502-13T [Corrected]

9. On the same page, in § 1.502—
13T(a), in the first column, in the
second line, “see” should read “see”.

10. On the same page, in §1.502—
13T(a)(B)(2), in the second column, in
the 14th line, “see” should read “see”.

11. On the same page, in § 1.502—-13T,
in the second column, in paragraph
(£)(5)(i1)(B)(3) through (f)(5)(ii)(E), in the
second line, “see” should read “see”.

12. On the same page, in §1.502—
13T(a)(F)(2), in the second column, in
the third line, “see” should read “see”.
[FR Doc. C1-2011-4846 Filed 4-12-11; 8:45 am)]
BILLING CODE 1505-01-D

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 110
[Docket No. USCG—-2008-1082]
RIN 1625-AA01

Anchorage Regulations; Port of New
York

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

SUMMARY: The Coast Guard is revising
Anchorage Ground No. 19 located east
of the Weehawken-Edgewater Federal

Channel on the Hudson River. The
revision is necessary to facilitate safe
navigation and provide safe and secure
anchorages for vessels operating in the
area. This action is intended to increase
the safety of life and property of both
the anchored vessels and those
operating in the area as well as to
provide for the overall safe and efficient
flow of commerce.

DATES: This rule is effective May 13,
2011.

ADDRESSES: Comments and material
received from the public, as well as
documents mentioned in this preamble
as being available in the docket, are part
of docket USCG—2008-1082 and are
available online by going to http://
www.regulations.gov, inserting USCG—
2008-1082 in the “Keyword” box, and
then clicking “Search.” This material is
also available for inspection or copying
at the Docket Management Facility (M—
30), U.S. Department of Transportation,
West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
e-mail Mr. Jeff Yunker, Coast Guard
Sector New York, Waterways
Management Division; telephone
718-354—4195, e-mail
Jeff.M.Yunker@uscg.mil. If you have
questions on viewing the docket, call
Renee V. Wright, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

On September 18, 2009, we published
a notice of proposed rulemaking
(NPRM) entitled Anchorage Regulations;
Port of New York in the Federal
Register (74 FR 47906). We received one
comment on the NPRM. No public
meeting was requested and none was
held. On April 28, 2010, we published
a supplemental notice of proposed
rulemaking (SNPRM) entitled
Anchorage Regulations; Port of New
York in the Federal Register (75 FR
22323). We received one comment on
the SNPRM. A public meeting was
requested by the New York City
Department of Parks and Recreation
(NYC Parks) but the Coast Guard
determined a public meeting was not
necessary in this case. Instead, a
meeting with representatives from the
NYC Parks, Sandy Hook Pilots
Association, and U.S. Army Corps of
Engineers New York District was held
on August 31, 2010, to discuss their
comment in relation to commercial
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vessel operations in this area of the
Hudson River. The results of the
meeting are discussed in the Discussion
of Comments and Changes section.

Basis and Purpose

The Hudson River Pilots Association,
through the Port of New York/New
Jersey Harbor Safety, Navigation and
Operations Committee, has had several
discussions with the Coast Guard over
the years examining the possibility of
relocating Anchorage Ground
No. 19; two years ago they requested
that the Coast Guard formally revise the
boundaries of Anchorage Ground No.
19, which is located on the Hudson
River, east of the Weehawken-Edgewater
Federal Channel and south of the
George Washington Bridge.

Due to severe recurring shoaling
within the Weehawken-Edgewater
Federal Channel, the Hudson River
Pilots requested and received
authorization from the Coast Guard and
Army Corps of Engineers (ACOE) to
pilot vessels through the deeper and
safer water located within the
boundaries of Anchorage Ground No.
19.

Background

Due to shoaling, the March 2007
ACOE survey verified a controlling
depth of 27 feet in the right outside
quarter of the Weehawken-Edgewater
Federal Channel where vessels bound
for ports north of New York City would
have to transit. As published by the
ACOE Institute for Water Resources,
vessels with drafts of up to 34 feet
routinely transit the Hudson River. In
calendar year 2006, there were 6,562
transits on the Hudson River between
the mouth of the Harlem River and
Waterford, NY by vessels with a draft of
27 feet or greater. In 2007, the number

of transits was 4,120. In 2008, there
were 120 transits. Vessels with a draft
of 27 feet or greater would be required
to transit through the deeper water
which is within the current boundaries
of Anchorage Ground No. 19.

Anchorage Ground No. 19 is the
closest Anchorage Ground available for
use when there is no space for
temporary anchoring within the Upper
New York Bay Anchorage Grounds.
Hence, these vessels transit to
Anchorage Ground No. 19 to await a
berth, or orders, to minimize fuel
consumption and provide an orderly
flow of commerce within the harbor and
the New England region. Tug and barge
traffic within the harbor has increased
37% since 1991, concurrently
increasing use of the anchorage.

On October 14, 2008, the Coast Guard
Captain of the Port New York issued an
Advisory Notice notifying the maritime
community that, in accordance with 33
CFR 110.155(c)(5)(i), vessels would only
be allowed to anchor on the western
boundary of Anchorage Ground No. 19.
This temporary solution was necessary
to facilitate deep draft vessel transits
through the eastern portion of
Anchorage Ground No. 19.

On September 18, 2009, the Coast
Guard published a Notice of Proposed
Rulemaking (NPRM) titled “Anchorage
Regulations; Port of New York” (Docket
number USCG-2008-1082) in the
Federal Register (74 FR 47906). The
proposal sought to amend Anchorage
Ground No. 19 by dividing it into two
separate anchorages (Anchorage Ground
No. 19 East and Anchorage Ground No.
19 West), thereby relocating the majority
of the anchorage area to the western side
of the Hudson River.

The relocation of the anchorage
would allow deep draft vessels to transit
the deeper water without having to

transit through the existing Anchorage
Ground No. 19.

In that NPRM, it was stated that the
ACOE would relocate the Weehawken-
Edgewater Federal Channel to the east
of its current location and the Coast
Guard would relocate Anchorage
Ground No. 19 to the west of its current
location.

After the publication of the NPRM,
the ACOE advised the Coast Guard that
it did not intend to seek Congressional
action to de-authorize the Weehawken-
Edgewater Federal Channel. However,
the ACOE also advised that it does not
object to the Coast Guard establishing an
Anchorage Ground in the existing
Weehawken-Edgewater Federal
Channel.

Consequently, to facilitate safe
navigation of deep draft vessels, the
Coast Guard published a supplemental
notice of proposed rulemaking (SNPRM)
titled “Anchorage Regulations; Port of
New York” in the Federal Register on
April 28, 2010 (75 FR 22323) revising its
proposal to disestablish Anchorage
Ground No. 19 and establish two
separate anchorage grounds, Anchorage
Ground No. 19 East and Anchorage
Ground No. 19 West. This would be
accomplished by dividing Anchorage
Ground No. 19 into an east and a west
portion and relocating the majority of
the anchorage area (new Anchorage
Ground No. 19 West) from the eastern
half of the Hudson River to the western
half closer to the New Jersey shore (over
the Weehawken-Edgewater Federal
Channel). The following graphics
display the current boundary of
Anchorage Ground No. 19 and the
revised boundaries of Anchorage
Grounds No. 19 East and No. 19 West:
BILLING CODE 9110-04-P
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BILLING CODE 9110-04-C

Disestablishing Anchorage Ground
No. 19 and establishing Anchorage
Ground No. 19 East and Anchorage
Ground No. 19 West creates a 400 yard
wide area of deeper water between the
newly established anchorage grounds.
This change allows deep draft vessels to
transit the deeper water of the Hudson
River without having to transit through
an existing anchorage ground.

The Weehawken-Edgewater Federal
Channel is authorized by Congress, and
constructed and maintained by the
ACOE. The ACOE has advised the Coast
Guard that no portion of the
Weehawken-Edgewater Federal Channel
will be relocated in conjunction with
the reapportionment, relocation and
establishment of Anchorage Ground No.
19 East and West. The ACOE has further
advised that establishment of an
anchorage ground in the Weehawken-
Edgewater Federal Channel is not
expected to impede navigation or result
in a need to maintain channel depth

Deepwater for
‘essel transits

Manhattan

because the Weehawken-Edgewater
Federal Channel currently supports no
commercial vessel traffic.

According to the ACOE the
Weehawken-Edgewater Federal Channel
was originally intended to support
commercial vessel traffic on the New
Jersey waterfront in the vicinity of the
Channel. However, due to changes in
shoreline usage from industrial to
residential and recreational, the original
intent of the Channel no longer exists.
As a result there has not been a need to
dredge the Weehawken-Edgewater
Federal Channel segment to its
authorized depth since it was last
dredged in 1994.

The ACOE further advised that it does
not appear likely that a need will arise
in the foreseeable future to maintain the
channel for commercial vessel traffic
intending to access New Jersey
waterfront and shore facilities.
However, should a need recur in the
future to accommodate commercial

traffic, the use of the areas as anchorage
grounds would be re-evaluated.

In the interest of safe navigation and
to minimize confusion, the ACOE and
the USCG will request that the National
Oceanic and Atmospheric
Administration (NOAA) remove the
Weehawken-Edgewater Federal Channel
designation from NOAA charts. In
addition, the Coast Guard will request
chart corrections removing the
Anchorage Ground No. 19 boundary
line designation and adding the
boundary lines for the revised
Anchorage Ground No. 19 East and
Anchorage Ground No. 19 West.

Discussion of Comments and Changes

The Coast Guard received one
comment on the NPRM from the U.S.
Army Corps of Engineers (ACOE). In
that NPRM, the Coast Guard stated that
the ACOE would relocate the
Weehawken-Edgewater Channel to the
east of its current location and the Coast
Guard would relocate Anchorage
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Ground No. 19 to the west of its current
location.

After the publication of the NPRM,
the ACOE advised the Coast Guard that
it did not intend to seek Congressional
action to de-authorize the Weehawken-
Edgewater Channel. However, the ACOE
also advised that it did not object to the
Coast Guard establishing an Anchorage
Ground in the existing Weehawken-
Edgewater Channel.

Consequently, the Coast Guard
revised its proposal and published a
Supplemental Notice of Proposed
Rulemaking (SNPRM) seeking to
disestablish Anchorage Ground No. 19
and establish two separate anchorage
grounds, Anchorage Ground No. 19 East
and Anchorage Ground No. 19 West.

The Coast Guard received one
comment on the SNPRM from the New
York City Parks and Recreation
Department (NYC Parks).

NYC Parks requested clarification that
this rulemaking would not impact their
recreational mooring fields along the
Manhattan shoreline north and south of
the 79th Street Boat Basin. NYC Parks
is still authorized to administer the
mooring fields along the Manhattan
shoreline; therefore, the use of these
mooring fields will not be affected by
this rule. In addition, the Coast Guard
will submit chart corrections to be
published to identify these mooring
fields on government navigation charts.

NYC Parks further requested that the
two mooring fields be designated as
special anchorage areas as part of the
current rule. The Coast Guard is
currently reviewing NYC Parks’ request
to designate the two mooring fields as
special anchorage areas; however any
designation of the two mooring fields as
special anchorage areas would be done
as part of a separate rulemaking process.

NYC Parks requested clarification that
this rulemaking would potentially
eliminate 452 acres of open vessel
anchorage area and eliminate the
mooring fields north and south of the
79th Street Boat Basin. As stated above
the use of the NYC Parks mooring fields
will not be affected by this rule. The 452
acres of Anchorage Ground No. 19 being
disestablished were intended for the use
of commercial shipping and not
recreational vessels that use the 79th
Street Boat Basin and mooring fields
along the Manhattan shoreline.

NYC Parks commented that this
rulemaking would potentially
jeopardize their ability to fund and
service the marina due to the removal of
their mooring fields. This rulemaking
will not potentially jeopardize NYC
Parks’ ability to fund and service the
marina due to the removal of the
mooring fields because the mooring

fields are not being removed or
impacted in any way.

NYC Parks commented that Riverside
Park concessions would be negatively
impacted, and Riverside Park itself
would lose one of its engaging and
popular features. Riverside Park will not
be impacted by this rulemaking as NYC
Parks is still authorized to administer
their mooring fields. Marine events and
recreational boating usage will continue
to be administered on a not to interfere
basis with commercial shipping and
Tugs/Barges as stated below.

NYC Parks requested that these rules
be revised to protect the right of
recreational boaters to use these waters
and that the mooring fields be
designated as Special Anchorage Areas
for these purposes. NYC Parks is still
authorized to administer their two
mooring fields along the Manhattan
shoreline, north and south of the 79th
Street Boat Basin. Chart corrections will
be submitted by the Coast Guard to
display these mooring fields on the
navigation charts. In addition, the USCG
is reviewing NYC Parks request to
establish two Special Anchorage Areas
north and south of the 79th Street Boat
Basin.

NYC Parks commented that the transit
of commercial tugs and barges in closer
proximity to the 70-year-old boat basin
and mooring fields would exacerbate
the damages and impacts caused by
large wakes of passing vessels on the
Hudson River. At the meeting held with
NYC Parks on August 13, 2010, the
Sandy Hook Pilots representative stated
that they have been piloting vessels
along the current route, east of the
Weehawken-Edgewater Federal
Channel, through Anchorage Ground
No. 19, on a continual basis since before
the 1970s. In addition, tugs and barges
have always been authorized to transit
through Anchorage Ground No. 19,
whether to anchor in a position near the
79th Street Boat Basin, or to continue
their transit through the Hudson River.
Since under this rule tugs and barges
will be anchoring further away from the
79th Street Boat Basin and deep draft
transits through the area are down from
previous years, as noted by the ACOE
Institute for Water Resources, the Coast
Guard believes that this rule will
alleviate impacts from wakes on the
boat basin and mooring field.

NYC Parks commented that this
revision may seriously impact
established marine events and a growing
number of recreational users in the area.
As previously stated the Sandy Hook
Pilots have been using this transit route
through the current Anchorage Ground
No. 19 since before the 1970s.
Additionally, the area was always

available for use as an Anchorage
Ground by vessels not constrained by
draft. Marine Event permits have been
issued for events held in the Anchorage
Ground as long as the participants
abided by the Inland Navigation Rules
and did not interfere with commercial
navigation within the Anchorage
Ground.

As previously stated Anchorage
Ground No. 19 was established over 20
years prior to the 79th Street Boat Basin
and mooring fields. Due to the
fluctuation of commercial vessel traffic
on the Hudson River, and based upon
changing economic conditions, demand
for home heating oil, etc, the USCG may
not always be able to approve marine
event applications in this area of the
Hudson River regardless of the
Anchorage Ground configuration.

NYC Parks requested a public meeting
be held. A public meeting was not held
since the written comments clearly
expressed the views of the commenter
and oral presentations would not aid the
rulemaking process.

Finally, this rule intends to reflect
and formalize past and current vessel
navigation practices through the waters
within Anchorage Ground No. 19.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Executive Order 12866 and Executive
Order 13563

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

We expect minimal additional cost
impacts to the industry because this rule
is not imposing fees, permits, or
specialized requirements for the
maritime industry to utilize these
anchorage areas. This rule is revising
the Anchorage Ground No. 19 in order
to facilitate safe navigation and provide
safe and secure anchorages for vessels
operating in the area. This revision
would allow deep draft vessels to transit
the deeper water without having to
transit through an anchorage ground.
This would improve safety for small
vessels using the anchorage grounds and
would facilitate the transit of deep draft
vessels.
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Small Entities

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

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.
This rule will affect the following
entities, some of which might be small
entities: The owners or operators of
vessels intending to transit through the
Anchorage Grounds 19 East and 19
West. Vessels intending to anchor in the
current Anchorage Ground No. 19 will
still be able to anchor in the revised
Anchorage Ground No. 19 East or No. 19
West. NYC Parks will still be authorized
to administer recreational mooring
fields located along the Manhattan
shoreline, north and south of the 79th
Street Boat Basin. The labeling of these
mooring fields on Government
navigation charts will create a positive
impact in the area by increasing
awareness of the location of smaller
recreational vessels. Additionally, the
recreational vessels will no longer have
to maneuver around larger anchored
vessels when entering, or departing, the
79th Street Boat Basin or mooring fields.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
in the NPRM we offered to assist small
entities in understanding the rule so
that they could better evaluate its effects
on them and participate in the
rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—
888—REG-FAIR (1-888-734—3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

Collection of Information

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

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

Taking of Private Property

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

Civil Justice Reform

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

Protection of Children

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

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and

responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(f), of the Instruction as this rule
involves changing the size of an existing
anchorage ground and dividing it into
two separate anchorage areas resulting
in a reduction in the overall size of the
anchorage areas. An environmental
analysis checklist and a categorical
exclusion determination are available in
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the docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 110

Anchorage grounds.

For the reasons discussed in the
preamble, the Coast Guard is amending
33 CFR part 110 as follows:

PART 110—ANCHORAGE
REGULATIONS

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

Authority: 33 U.S.C. 471, 1221 through
1236, 2030, 2035, 2071; 33 CFR 1.05-1;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Amend § 110.155, by revising
paragraph (c)(5) to read as follows:

§110.155 Port of New York.

* * * * *

(C) * k%

(5) Anchorages No. 19 East and 19
West.

(i) Anchorage No. 19 East. All waters
of the Hudson River bound by the
following points: 40°49°42.6” N,
073°57’14.7” W; thence to 40°49’45.9” N,
073°57722.0” W; thence to 40°49’52.0” N,
073°5722.0” W; thence to 40°50°08.3” N,
073°57/10.8” W; thence to 40°50’55.4” N,
073°56"59.7” W; thence to 40°51°02.5” N,
073°56’57.4” W; thence to 40°51°00.8” N,
073°56’49.4” W; thence along the
shoreline to the point of origin.

(ii) Anchorage No. 19 West. All waters
of the Hudson River bound by the
following points: 40°46'56.3” N,
073°5942.2” W; thence to 40°47’36.9” N,
073°59'11.7” W; thence to 40°49’31.3” N,
073°57/43.8” W; thence to 40°49’40.2” N,
073°57’37.6” W; thence to 40°49’52.4” N,
073°57’37.6” W; thence to 40°49’57.7” N,
073°57’47.3” W; thence to 40°49’32.2” N,
073°58"12.9” W; thence to 40°49’00.7” N,
073°58733.1” W; thence to 40°48728.7” N,
073°58’53.8” W; thence to 40°47’38.2” N,
073°5931.2” W; thence to 40°47°02.7” N,
073°59'57.4” W; thence to the point of
origin.

(iii) The following regulations apply
to 33 CFR 110.155(c)(5)(i) and (ii):

(A) No vessel may conduct lightering
operations in these anchorage grounds
without permission from the Captain of
the Port. When lightering is authorized,
the Captain of the Port New York must
be notified at least four hours in
advance of a vessel conducting
lightering operations as required by
156.118 of this title.

(B) Any vessel conducting lightering
or bunkering operations shall display by
day a red flag (46 CFR 35.30-1; Pub 102;
International Code of Signals signaling
instructions) at its mast head or at least
10 feet above the upper deck if the

vessel has no mast, and by night the flag
must be illuminated by spotlight. These
signals shall be in addition to day
signals, lights and whistle signals as
required by rules 30 (33 U.S.C 2030 and
33 CFR 83.30) and 35 (33 USC 2035 and
33 CFR 83.35) of the Inland Navigation
Rules when at anchor in a general
anchorage area.

(C) Within an anchorage, fishing and
navigation are prohibited within 500
yards of an anchored vessel displaying
a red flag.

(D) These anchorage grounds are only
authorized for use by tugs and/or barges.

(E) No vessel may occupy this
anchorage ground for a period of time in
excess of 96 hours without prior
approval of the Captain of the Port.

(F) No vessel may anchor in
Anchorage No. 19 East or No. 19 West
without permission from the Captain of
the Port.

(G) Each vessel shall report its
position within Anchorage No. 19 East
or No. 19 West to the Captain of the Port
immediately after anchoring.

(H) All coordinates referenced use
datum: NAD 83.

* * * * *

Dated: March 28, 2011.
Daniel A. Neptun,

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

[FR Doc. 2011-8827 Filed 4-12-11; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG-2011-0132]
RIN 1625-AA00

Safety Zone; Boom Days, Buffalo
Outer Harbor, Buffalo, NY

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone in
the Buffalo Outer Harbor, Buffalo, NY
for the Boom Days Fireworks. This zone
is intended to restrict vessels from
Doug’s Dive, the NFTA small boat
harbor and a portion of the Buffalo
Outer Harbor, Buffalo, NY during the
Boom Days Fireworks on April 16, 2011.
This temporary safety zone is necessary
to protect spectators and vessels from
the hazards associated with a firework
display.

DATES: This rule is effective on April 16,
2011 from 8 p.m. through 9:30 p.m.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket, are part of docket USCG-2011—
0132 and are available online by going
to http://www.regulations.gov, inserting
USCG-2011-0132 in the “Keyword”
box, and then clicking “Search.” This
material is also available for inspection
or copying at the Docket Management
Facility (M-30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or e-mail MST3 Rory Boyle,
Marine Events Coordinator, U.S. Coast
Guard Sector Buffalo; telephone 716—
843-9343, e-mail rory.c.boyle@uscg.mil.
If you have questions on viewing the
docket, call Renee V. Wright, Program
Manager, Docket Operations, telephone
202—-366-9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because
awaiting a comment period to run
would be impractical and contrary to
the public interest in that it would
prevent the Captain of the Port Buffalo
from performing the function of keeping
the boating public safe from the hazards
associated with a maritime fireworks
display.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Due to the need for immediate
action, the restriction of vessel traffic is
necessary to protect life, property and
the environment. Therefore, awaiting a
30 day effective period to run is
impracticable and contrary to the public
interest in that it would prevent the
Captain of the Port Buffalo from
protecting persons and vessels involved
in and observing the event.
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Background and Purpose

This temporary safety zone is
necessary to ensure the safety of vessels
and spectators from hazards associated
with a fireworks display. The Captain of
the Port Buffalo has determined that
fireworks launched proximate to
watercraft pose a significant risk to
public safety and property. Boom Days
is an event established to celebrate the
removal of the ice boom in Lake Erie
and the beginning of spring.
Establishing a safety zone to control
vessel movement around the location of
the launch platform will help ensure the
safety of persons and property at these
events and help minimize the associated
risks.

Discussion of Rule

A temporary safety zone is necessary
to ensure the safety of spectators and
vessels during the setup, loading, and
launching of a fireworks display in
conjunction with the Boom Days
Fireworks. The fireworks display will
occur on April 16, 2011 from 8 p.m.
through 9:30 p.m. The safety zone will
encompass all waters of the NFTA small
boat marina known as Doug’s Dive and
part of the Buffalo Outer Harbor,
Buffalo, NY within a 370 foot radius
from position 42°50°57.70” N,
78°51'46.52” W, 42°50°56.25” N,
78°51’47.61” W (NAD 83).

All persons and vessels must comply
with the instructions of the Coast Guard
Captain of the Port Buffalo or on-scene
representative. Entry into, transiting, or
anchoring within the safety zone is
prohibited unless authorized by the
Captain of the Port Buffalo or on-scene
representative. The Captain of the Port
Buffalo or on-scene representative may
be contacted via VHF Channel 16.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

The Coast Guard determined that this
rule is not a significant regulatory action
because of the minimal time that the
area will be restricted. Vessels may still
transit with the permission of the

Captain of the Port Buffalo or on-scene
representative. The Coast Guard expects
this area will have an insignificant
adverse impact to mariners from the
zones activation.

Small Entities

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

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.

This rule will affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to transit or anchor in
a portion of the Buffalo Outer Harbor,
Buffalo, NY on April 16, 2011 from 8
p-m. until 9:30 p.m.

This safety zone will not have a
significant economic impact on a
substantial number of small entities
because of the minimal amount of time
in which the safety zone will be
enforced. This safety zone will only be
enforced for 90 minutes in a low vessel
traffic area. Vessel traffic can pass safely
around the zone. Before the effective
period, we will issue maritime
advisories, which include a Broadcast
Notice to Mariners.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1-888—734-3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

Collection of Information

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

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such expenditure, we
do discuss the effects of this rule
elsewhere in this preamble.

Taking of Private Property

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

Civil Justice Reform

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

Protection of Children

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

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct eff