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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

FEDERAL TRADE COMMISSION
RIN 3084-AA98
16 CFR Part 310

Telemarketing Sales Rule Fees

AGENCY: Federal Trade Commission.
ACTION: Final rule.

SUMMARY: The Federal Trade
Comumission (the “Commission” or
“FTC”) is amending its Telemarketing
Sales Rule (“TSR”) by updating the fees
charged to entities accessing the
National Do Not Call Registry (the
“Registry”’) as required by the Do-Not-
Call Registry Fee Extension Act of 2007.

DATES: This amendment will become
effective October 1, 2009.

ADDRESSES: Requests for copies of this
document should be sent to: Public
Reference Branch, Federal Trade
Commission, Room 130, 600
Pennsylvania Avenue, N.W.,
Washington, DC 20580. Copies of this
document are also available on the
Internet at the Commission’s website:
(http://www.ftc.gov).

FOR FURTHER INFORMATION CONTACT:
Kelly A. Horne, (202) 326-3031,
Division of Planning & Information,
Bureau of Consumer Protection, Federal
Trade Commission, 600 Pennsylvania
Avenue, N.W., Washington, DC 20580.

SUPPLEMENTARY INFORMATION: To comply
with the Do-Not-Call Registry Fee
Extension Act of 2007 (Pub. L. 110-188,
122 Stat. 635) (“‘Act”), the Commission
is amending the TSR by updating the
fees entities are charged for accessing
the Registry: The revised rule increases
the annual fee for access to the Registry
for each area code of data to $55 per
area code, or $27 per area code of data
during the second six months of an
entity’s annual subscription period. The
maximum amount that would be
charged to any single entity for

accessing area codes of data is increased
to $15,058.

This increase is in accordance with
the Act, which specifies that beginning
after fiscal year 2009, the dollar
amounts charged shall be increased by
an amount equal to the amounts
specified in the Act, whichever fee is
applicable, multiplied by the percentage
(if any) by which the average of the
monthly consumer price index (for all
urban consumers published by the
Department of Labor) (“CPI”) for the
most recently ended 12-month period
ending on June 30 exceeds the CPI for
the 12-month period ending June 30,
2008. The Act also states that any
increase shall be rounded to the nearest
dollar and that there shall be no
increase in the dollar amounts if the
change in the CPI is less than 1 percent.
The adjustments to the applicable fees,
if any, are to be published in the
Federal Register no later than
September 1 of each year.

The Act specified that, for fiscal year
2009, the annual fee for access to the
Registry for each area code of data
would be $54 per area code, or $27 per
area code of data during the second six
months of an entity’s annual
subscription period, and that the
maximum amount that would be
charged to any single entity for
accessing area codes of data would be
$14,850. The average value of the CPI
for July 1, 2007 to June 30, 2008 was
211.702; the average value for July 1,
2008 to June 30, 2009 was 214.658, an
increase of 1.4 percent. Applying the 1.4
percent increase to the fiscal year 2009
amounts leads to an increase in the fee
for access to a single area code for a full
year to $54.76 (rounded to $55) and an
increase in the maximum amount
charged to $15,057.90 (rounded to
$15,058). The fee for accessing an
additional area code for a half year
remains $27 because the increase is
$0.38, and, therefore, the new amount
continues to round to $27.

Administrative Procedure Act;
Regulatory Flexibility Act; Paperwork
Reduction Act. The revisions to the Fee
Rule are technical in nature and merely
incorporate statutory changes to the
TSR. These statutory changes have been
adopted without change or
interpretation, making public comment
unnecessary. Therefore, the Commission
has determined that the notice and
comment requirements of the

Administrative Procedure Act do not
apply. See 5 U.S.C. 553(b). For this
reason, the requirements of the
Regulatory Flexibility Act also do not
apply. See 5 U.S.C. 603, 604. Pursuant
to the Paperwork Reduction Act, 44
U.S.C. 3501-3521, the Office of
Management and Budget (“OMB”’)
approved the information collection
requirements in the Amended TSR and
assigned the following existing OMB
Control Number: 3084-0097. The
amendments outlined in this Final Rule
pertain only to the fee provision (sec.
310.8) of the Amended TSR and will not
establish or alter any record keeping,
reporting, or third-party disclosure
requirements elsewhere in the Amended
TSR.

List of Subjects in 16 CFR Part 310

Advertising, Consumer protection,
Reporting and recordkeeping
requirements, Telephone, Trade
practices.

m Accordingly, the Federal Trade
Commission amends part 310 of title 16
of the Code of Federal Regulations as
follows:

PART 310—TELEMARKETING SALES
RULE

m 1. The authority citation for part 310
continues to read as follows:

Authority: 15 U.S.C. 6101-6108; 15 U.S.C.
6151-6155.
m 2. Revise §§310.8(c) and (d) to read as
follows:

§310.8 Fee for access to the National Do
Not Call Registry.
* * * * *

(c) The annual fee, which must be
paid by any person prior to obtaining
access to the National Do Not Call
Registry, is $55 for each area code of
data accessed, up to a maximum of
$15,058; provided, however, that there
shall be no charge to any person for
accessing the first five area codes of
data, and provided further, that there
shall be no charge to any person
engaging in or causing others to engage
in outbound telephone calls to
consumers and who is accessing area
codes of data in the National Do Not
Call Registry if the person is permitted
to access, but is not required to access,
the National Do Not Call Registry under
this Rule, 47 CFR 64.1200, or any other
Federal regulation or law. Any person
accessing the National Do Not Call
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Registry may not participate in any
arrangement to share the cost of
accessing the registry, including any
arrangement with any telemarketer or
service provider to divide the costs to
access the registry among various clients
of that telemarketer or service provider.
(d) Each person who pays, either
directly or through another person, the
annual fee set forth in § 310.8(c), each
person excepted under § 310.8(c) from
paying the annual fee, and each person
excepted from paying an annual fee
under § 310.4(b)(1)(iii)(B), will be
provided a unique account number that
will allow that person to access the
registry data for the selected area codes
at any time for the twelve month period
beginning on the first day of the month
in which the person paid the fee (“the
annual period”). To obtain access to
additional area codes of data during the
first six months of the annual period,
each person required to pay the fee
under § 310.8(c) must first pay $55 for
each additional area code of data not
initially selected. To obtain access to
additional area codes of data during the
second six months of the annual period,
each person required to pay the fee
under § 310.8(c) must first pay $27 for
each additional area code of data not
initially selected. The payment of the
additional fee will permit the person to
access the additional area codes of data
for the remainder of the annual period.

* * * * *

By direction of the Commission.

Donald S. Clark,

Secretary.

[FR Doc. E9—20252 Filed 8—24—09; 8:45 am)]
BILLING CODE 6750-01-S

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Parts 211, 231, and 241

[Release Nos. 33-9062A; 34-60519A; FR—
80A]

Commission Guidance Regarding the
Financial Accounting Standards
Board’s Accounting Standards
Codification

AGENCY: Securities and Exchange
Commission.
ACTION: Interpretation.

SUMMARY: The Securities and Exchange
Commission (the “Commaission”) is
publishing interpretive guidance
regarding the release by the Financial
Accounting Standards Board (“FASB”’)
of its FASB Accounting Standards
Codification™ (“FASB Codification”).
DATES: Effective Date: August 25, 2009.

FOR FURTHER INFORMATION CONTACT:
Questions about specific filings should
be directed to staff members responsible
for reviewing the documents the
registrant files with the Commission.
General questions about this release
should be referred to Jenifer Minke-
Girard, Senior Associate Chief
Accountant, or Jeffrey S. Cohan, Senior
Special Counsel, Office of the Chief
Accountant, at (202) 551-5300,
Securities and Exchange Commission,
100 F Street, NE., Washington, DC
20549-6628.

SUPPLEMENTARY INFORMATION:
I. Background

Section 108 of the Sarbanes-Oxley Act
of 2002 * amended Section 19(b) of the
Securities Act of 1933 2 to provide that
the Commission may recognize, as
generally accepted for purposes of the
securities laws, any accounting
principles established by a standard
setting body that meets specified
criteria. On April 25, 2003, the
Commission issued a policy statement
concluding that the FASB and its parent
organization, the Financial Accounting
Foundation, satisfied the criteria for an
accounting standard setting body under
the Act, and recognizing the FASB’s
financial accounting and reporting
standards as ‘““generally accepted” for
purposes of the federal securities laws.3

On June 30, 2009, the FASB issued
FASB Statement of Financial
Accounting Standards No. 168, The
FASB Accounting Standards
Codification™ and the Hierarchy of
Generally Accepted Accounting
Principles—a replacement of FASB
Statement No. 162 (Statement No. 168),
to establish the FASB Codification as
the source of authoritative non-
Commission accounting principles
recognized by the FASB to be applied
by nongovernmental entities in the
preparation of financial statements in
conformity with U.S. generally accepted
accounting principles (“U.S. GAAP”).
Statement No. 168 is effective for
financial statements issued for interim
and annual periods ending after
September 15, 2009. The FASB
Codification reorganizes existing U.S.
accounting and reporting standards
issued by the FASB and other related
private-sector standard setters, and all
guidance contained in the FASB

1Public Law 107-204, 116 Stat. 745 (2002).

215 U.S.C. 77s(b).

3 See Commission Statement of Policy
Reaffirming the Status of the FASB as a Designated
Private-Sector Standard Setter, Release Nos. 33—
8221; 34-47743; 1G-26028; FR-70 (April 25, 2003)
[68 FR 23333 (May 1, 2003)].

Codification carries an equal level of
authority.*

The FASB Codification directly
impacts certain of the Commission’s
rules, regulations, releases and staff
bulletins (collectively referred to in this
release as “Commission’s rules and staff
guidance”), which refer to specific
FASB standards or other private sector
standard-setter literature under U.S.
GAAP, because such references are now
superseded by the FASB Codification.
The Commission is therefore issuing
interpretive guidance to avoid confusion
on the part of issuers, auditors,
investors, and other users of financial
statements and Commission rules and
staff guidance.

II. Discussion

Many parts of the Commission’s rules
and staff guidance include direct
references to specific standards under
U.S. GAAP. For example, Regulation
S—X, which, together with the
Commission’s Financial Reporting
Releases, sets forth the form and content
of and requirements for financial
statements required to be filed with the
Commission,® includes specific
references to specific standards under
U.S. GAAP.6 In addition, some parts of
the Commission’s rules and staff
guidance outside of the financial
statement context include specific
references to specific standards under
U.S. GAAP, such as in Item 402 of
Regulation S—K regarding disclosure of
executive compensation.”

Given the possible confusion between
the Commission’s rules and staff
guidance, on the one hand, and the
FASB Codification, on the other hand,
the Commission believes it is necessary
to publish the guidance in this release.
Concurrent with the effective date of the
FASB Codification, references in the
Commission’s rules and staff guidance
to specific standards under U.S. GAAP
should be understood to mean the
corresponding reference in the FASB
Codification. We note that the FASB
Codification includes a cross-reference
finding tool that can assist users in
identifying where previous accounting
literature resides in the FASB
Codification. The Commission and its
staff also intend to embark on a longer
term rulemaking and updating initiative
to revise comprehensively specific

4The FASB Codification is available at http://
asc.fasb.org/home.

517 CFR 210.1-01.

6 See, e.g., Rule 1-02(u) of Regulation S-X [17
CFR 210.1-02(u)], which defines the term “related
parties” by reference to FASB Statement of
Financial Accounting Standards No. 57, Related
Party Disclosures.

717 CFR 229.402.
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references to specific standards under
U.S. GAAP in the Commission’s rules
and staff guidance.

It should be noted that although the
FASB has stated that the FASB
Codification supersedes existing
references in U.S. GAAP, the FASB
Codification does not supersede
Commission rules or regulations. We
understand that the FASB Codification,
as a service to users, includes references
to some Commission rules and staff
guidance. However, the FASB
Codification is not the authoritative
source for such content, nor does its
inclusion in the FASB Codification
affect how such content may be updated
in the future.

III. Codification Update

The “Codification of Financial
Reporting Policies” announced in
Financial Reporting Release No. 1 (April
15, 1982) [47 FR 21028] is updated by
adding at the end of Section 101, under
the Financial Reporting Number (FR-
80A) assigned to this interpretive
release, the text in Sections I and II of
this release.

The Codification is a separate
publication of the Commission. It will
not be published in the Federal
Register/Code of Federal Regulations.

List of Subjects
17 CFR Part 211

Reporting and recordkeeping
requirements, Securities.

17 CFR Parts 231 and 241
Securities.

Amendments to the Code of Federal
Regulations

m For the reasons set out in the
preamble, the Commission is amending
title 17, chapter II of the Code of Federal
Regulations as set forth below:

PART 211—INTERPRETATIONS
RELATING TO FINANCIAL REPORTING
MATTERS

m Part 211, Subpart A, is amended by
adding Release No. FR-80A and the
release date of August 18, 2009 to the
list of interpretive releases.

PART 231—INTERPRETATIVE
RELEASES RELATING TO THE
SECURITIES ACT OF 1933 AND
GENERAL RULES AND REGULATIONS
THEREUNDER

m Part 231 is amended by adding
Release No. 33—9062A and the release
date of August 18, 2009 to the list of
interpretive releases.

PART 241—INTERPRETATIVE
RELEASES RELATING TO THE
SECURITIES EXCHANGE ACT OF 1934
AND GENERAL RULES AND
REGULATIONS THEREUNDER

m Part 241 is amended by adding
Release No. 34-60519A and the release
date of August 18, 2009 to the list of
interpretive releases.

By the Commission.

Dated: August 19, 2009.
Florence E. Harmon,
Deputy Secretary.
[FR Doc. E9-20381 Filed 8—24—09; 8:45 am]
BILLING CODE P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 866
[Docket No. FDA-2009-N-0344]
Microbiology Devices; Reclassification

of Herpes Simplex Virus Types 1 and
2 Serological Assays

AGENCY: Food and Drug Administration,
HHS.
ACTION: Direct final rule.

SUMMARY: The Food and Drug
Administration (FDA) is implementing a
direct final rule correcting the
regulation classifying herpes simplex
virus (HSV) serological assays by
removing the reference to HSV
serological assays other than type 1 and
type 2. When reclassifying this device,
FDA mistakenly distinguished between
HSV serological assays type 1 and type
2 and all other HSV serological assays.
At that time, and today, the only
preamendments HSV serological assays
which FDA was aware of were type 1
and type 2 and, therefore, the
classification of HSV assays other than
type 1 and type 2 was incorrect. FDA is
correcting the classification of this
device to eliminate possible confusion
resulting from this error. Elsewhere in
this issue of the Federal Register, we are
publishing a companion proposed rule
under FDA'’s usual procedure for notice
and comment to provide a procedural
framework to finalize the rule in the
event we receive significant adverse
comment and withdraw this direct final
rule.

DATES: This rule is effective December 7,
2009. Submit written or electronic
comments on the direct final rule by
October 8, 2009. If we receive no
significant adverse comments within the
specified comment period, we intend to

publish a document confirming the
effective date of the final rule in the
Federal Register within 30 days after
the comment period on this direct final
rule ends. If we receive any timely
significant adverse comment, we will
withdraw this final rule in part or in
whole by publication of a document in
the Federal Register within 30 days
after the comment period ends.

ADDRESSES: You may submit comments,
identified by Docket No FDA-2009-N—
0344, by any of the following methods:
Electronic Submissions

Submit electronic comments in the
following way:

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

Submit written submissions in the
following ways:

e Fax:301-827—-6870.

e Mail/Hand delivery/Courier [For
paper, disk, or CD-ROM submissions]:
Division of Dockets Management (HF A—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.

To ensure more timely processing of
comments, FDA is no longer accepting
comments submitted to the agency by e-
mail. FDA encourages you to continue
to submit electronic comments by using
the Federal eRulemaking Portal, as
described previously, in the ADDRESSES
portion of this document under
Electronic Submissions.

Instructions: All submissions received
must include the agency name and
Docket No(s). and Regulatory
Information Number (RIN) (if a RIN
number has been assigned) for this
rulemaking. All comments received may
be posted without change to http://
www.regulations.gov, including any
personal information provided. For
additional information on submitting
comments, see the “Comments” heading
of the SUPPLEMENTARY INFORMATION
section of this document.

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

FOR FURTHER INFORMATION CONTACT:
Scott McFarland, Center for Devices and
Radiological Health WO/66, rm. 5543,
Food and Drug Administration, 10903
New Hampshire Ave., Silver Spring,
MD, 301-796-6217.

SUPPLEMENTARY INFORMATION:
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I. What Is the Background of the Rule?

The Federal Food, Drug, and Cosmetic
Act (the act), as amended by the
Medical Device Amendments of 1976
(the 1976 amendments) (Public Law 94—
295), the Safe Medical Devices Act of
1990 (SMDA) (Public Law 101-629), the
Food and Drug Modernization Act of
1997 (FDAMA) (Public Law 105-115),
and the Food and Drug Administration
Amendments Act of 2007 (FDAAA)
(Public Law 110-85), among other
amendments, established a
comprehensive system for the regulation
of medical devices intended for human
use. Section 513 of the act (21 U.S.C.
360c) established three categories
(classes) of devices, depending on the
regulatory controls needed to provide
reasonable assurance of their safety and
effectiveness. The three categories of
devices are class I (general controls),
class II (special controls), and class III
(premarket approval).

Devices that were in commercial
distribution before May 28, 1976 (the
date of enactment of the 1976
amendments), are commonly referred to
as “‘preamendments devices.” Under
section 513 of the act, FDA classifies
preamendments devices according to
the following steps: (1) FDA receives a
recommendation from a device
classification panel (an FDA advisory
committee); (2) FDA publishes the
panel’s recommendation for comment,
along with a proposed regulation
classifying the device; and (3) FDA
publishes a final regulation classifying
the device. FDA has classified most
preamendments devices under these
procedures.

Devices that were not in commercial
distribution before May 28, 1976, are
commonly referred to as
“postamendments devices.” These
devices are classified automatically by
statute (section 513(f) of the act (21
U.S.C. 360c(f)) into class III and require
premarket approval, unless and until:
(1) FDA reclassifies the device into class
I or II; (2) FDA issues an order
classifying the device into class I or II
in accordance with section 513(f)(2) of
the act; or (3) FDA issues an order under
section 513(i) of the act (21 U.S.C.
360c(i)) finding the device to be
substantially equivalent to a predicate
device that does not require premarket
approval.

In the Federal Register of November
9, 1983 (47 FR 50823), FDA classified
the preamendments devices, herpes
simplex virus serological reagents, into
class III (§ 866.3305 (21 CFR 866.3305)).
At the time FDA classified the device,
the only preamendments HSV
serological assays FDA was aware of

were type 1 and type 2 HSV serological
assays. Since that time, FDA has not
become aware of any other
preamendments HSV serological assays,
nor has it received a premarket
notification for a HSV serological assay
other than a type 1 or type 2 HSV
serological assay.

In the Federal Register of April 3,
2007 (72 FR 15828), FDA published a
final rule reclassifying the
preamendments device HSV serological
assays from class III to class II. In that
rulemaking FDA identified the device
being reclassified as type 1 and type 2
HSV serological assays and identified
other HSV serological assays as class III
devices. However, as stated previously,
the only preamendments HSV
serological assays of which FDA is
aware are type 1 and type 2 HSV
serological assays. To avoid any
possible confusion, FDA is correcting
the regulation to accurately describe this
generic type of device. This direct final
rule corrects the classification
regulation by removing the reference to
HSV serological assays other than type
1 and type 2.

I1. What Does This Direct Final
Rulemaking Do?

In this direct final rule, FDA is
correcting § 866.3305 by removing from
the regulation the reference to HSV
serological assays other than type 1 and

type 2.

III. What Are the Procedures for Issuing
a Direct Final Rule?

In the Federal Register of November
21, 1997 (62 FR 62466), FDA announced
the availability of the guidance
document entitled “Guidance for FDA
and Industry: Direct Final Rule
Procedures” that described when and
how FDA will employ direct final
rulemaking. We believe that this rule is
appropriate for direct final rulemaking
because it is intended to make
noncontroversial changes to existing
regulations. We anticipate no significant
adverse comment. Consistent with
FDA’s procedures on direct final
rulemaking, we are publishing
elsewhere in this issue of the Federal
Register a companion proposed rule
that is identical to the direct final rule.
The companion proposed rule provides
a procedural framework within which
the rule may be finalized in the event
the direct final rule is withdrawn
because of any significant adverse
comment. The comment period for this
direct final rule runs concurrently with
the comment period of the companion
proposed rule. Any comments received
in response to the companion proposed
rule will also be considered as

comments regarding this direct final
rule.

We are providing a comment period
on the direct final rule of 75 days after
the date of publication in the Federal
Register. If we receive any significant
adverse comment, we intend to
withdraw this final rule before its
effective date by publication of a notice
in the Federal Register within 30 days
after the comment period ends. A
significant adverse comment is defined
as a comment that explains why the rule
would be inappropriate, including
challenges to the rule’s underlying
premise or approach, or would be
ineffective or unacceptable without
change. In determining whether an
adverse comment is significant and
warrants withdrawing a direct final
rulemaking, we will consider whether
the comment raises an issue serious
enough to warrant a substantive
response in a notice-and-comment
process in accordance with section 553
of the Administrative Procedure Act
(APA) (5 U.S.C. 553). Comments that are
frivolous, insubstantial, or outside the
scope of the rule will not be considered
significant or adverse under this
procedure. For example, a comment
recommending an additional change to
the rule will not be considered a
significant adverse comment, unless the
comment states why the rule would be
ineffective without the additional
change. In addition, if a significant
adverse comment applies to part of a
rule and that part can be severed from
the remainder of the rule, we may adopt
as final those parts of the rule that are
not the subject of a significant adverse
comment. If we withdraw the direct
final rule, all comments received will be
considered under the companion
proposed rule in developing a final rule
under the usual notice-and-comment
procedures under the APA (5 U.S.C.
552a et seq.). If we receive no significant
adverse comment during the specified
comment period, we intend to publish
a confirmation document in the Federal
Register within 30 days after the
comment period ends.

IV. What is the Legal Authority for This
Rule?

FDA is issuing this direct final rule
under the device and general
administrative provisions of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
321, 331, 351, 352, 360i, 371, and 374).

V. What is the Environmental Impact of
This Rule?

FDA has determined under 21 CFR
25.30(i) and 25.34(b) that this action is
of a type that does not individually or
cumulatively have a significant effect on
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the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

VI. What is the Economic Impact of
This Rule?

FDA has examined the impacts of the
direct 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 (Public
Law 104-4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this direct final rule is not
a significant regulatory action under the
Executive order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because we do not believe any
companies are currently selling or
producing these devices, the agency
certifies that the final rule will not have
a significant economic impact on a
substantial number of small entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $133
million, using the most current (2008)
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.

VII. How Does the Paperwork
Reduction Act of 1995 Apply to This
Rule?

This direct final rule contains no
collection of information. Therefore,
clearance by the Office of Management
and Budget under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520) is not required.

VIII. What are the Federalism Impacts
of This Rule?

FDA has analyzed this direct final
rule in accordance with the principles

set forth in Executive Order 13132. FDA
has determined that the rule does not
contain policies that have 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 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.

IX. How Do You Submit Comments on
This Rule?

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments regarding this document.
Submit a single copy of electronic
comments or two paper copies of any
mailed comments, except that
individuals may submit one paper copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

List of Subjects in 21 CFR Part 866

Biologics, Laboratories, and Medical
devices.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed to
amend 21 CFR part 866 as follows:

PART 866—IMMUNOLOGY AND
MICROBIOLOGY DEVICES

m 1. The authority citation for 21 CFR
part 866 continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360,
360j, 371.

m 2. Section 866.3305 is amended by
removing paragraph (c) and by revising
paragraph (b) to read as follows:

§866.3305 Herpes simplex virus
serological assays.
* * * * *

(b) Classification. Class II (special
controls). The device is classified as
class II (special controls). The special
control for the device is FDA’s guidance
document entitled “Class II Special
Controls Guidance Document: Herpes
Simplex Virus Types 1 and 2
Serological Assays.” For availability of
the guidance document, see § 866.1(e).

Dated: August 17, 2009.
David Horowitz,
Assistant Commissioner for Policy.
[FR Doc. E9—20411 Filed 8—24—09; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF THE INTERIOR

National Indian Gaming Commission

25 CFR Parts 502, 514, 531, 533, 535,
537, 539, 556, 558, 571, and 573

RIN 3141-0001

Amendments to Various National
Indian Gaming Commission
Regulations

AGENCY: National Indian Gaming
Commission.

ACTION: Final rule; delay of effective
date.

SUMMARY: The National Indian Gaming
Commission (“NIGC”’) announces the
extension of the effective date on the
final rule concerning various
amendments to the National Indian
Gaming Commission regulations. The
final rule was published in the Federal
Register on July 27, 2009. The
Commission has changed the effective
date to December 31, 2009, in order to
extend the transition time.

DATES: Effective Date: The effective date
for the final rule published July 27,
2009, at 74 FR 36926, is delayed from
August 26, 2009, until December 31,
2009.

FOR FURTHER INFORMATION CONTACT:
Rebecca Chapman, Staff Attorney,
Office of General Counsel, at (202) 632—
7003; fax (202) 632—7066 (not toll-free
numbers).

SUPPLEMENTARY INFORMATION: Congress
established the National Indian Gaming
Commission under the Indian Gaming
Regulatory Act of 1988 (25 U.S.C. 2701—
21) (“IGRA”) to regulate gaming on
Indian lands. The NIGC issued a final
rule updating various NIGC regulations
and streamlining procedures, which was
published in the Federal Register on
July 27, 2009 (74 FR 36926). The final
rule provided an effective date of
August 26, 2009. The NIGC is extending
the effective date to December 31, 2009.

Philip N. Hogen,

Chairman.

Norman H. DesRosiers,

Vice Chairman.

[FR Doc. E9-20511 Filed 8—24—09; 8:45 am]
BILLING CODE 7565-01-P
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DEPARTMENT OF JUSTICE

28 CFR Part 16
[CPCLO Order No. 003—2009]

Privacy Act of 1974; Implementation

AGENCY: Criminal Division, Department
of Justice.

ACTION: Final rule.

SUMMARY: The Criminal Division (CRM),
Department of Justice, issued a
proposed rule to amend its Privacy Act
regulations (Title 28 of the Code of
Federal Regulations, Part 16), to revise
the exemptions for the following newly
modified Privacy Act system of records
entitled “Organized Crime Drug
Enforcement Task Force Fusion Center
and International Organized Crime
Intelligence and Operations Center
System,” JUSTICE/CRM-028, 74 FR
26598 (June 3, 2009). The “Organized
Crime Drug Enforcement Task Force
Fusion Center and International
Organized Crime Intelligence and
Operations Center System,” JUSTICE/
CRM-028, is exempt from the
subsections of the Privacy Act listed
below for the reasons set forth in the
following text. Information in this
system of records relates to matters of
law enforcement, and the exemptions
are necessary to avoid interference with
law enforcement responsibilities and to
protect the privacy of third parties.
DATES: Effective Date: August 25, 2009.

FOR FURTHER INFORMATION CONTACT:
Rena Y. Kim, Chief FOIA/PA Unit
Criminal Division, Department of
Justice, Suite 1127, Keeney Building,
Washington, DC 20530-0001 on (202)
616—-0370.
SUPPLEMENTARY INFORMATION: The notice
of the proposed rule with invitation to
comment was published on June 3,
2009, at 74 FR 26598. No comments
were received. The Department of
Justice is exempting JUSTICE/CRM—028
from 5 U.S.C. 552a (c)(3), and (4); (d)(1),
(2), (3), and (4); (e)(1), (2), (3), (4)(G),
(H), and (I), (e)(5) and (e)(8); (f) and (g).
This order relates to individuals
rather than small business entities.
Nevertheless, pursuant to the
requirements of the Regulatory
Flexibility Act, 5 U.S.C. 601-612, this
order will not have a significant
economic impact on a substantial
number of small entities.

List of Subjects in 28 CFR Part 16

Administrative practices and
procedures, Courts, Freedom of
Information, Sunshine Act and Privacy.

m Pursuant to the authority vested in the
Attorney General by 5 U.S.C. 552a and

delegated to me by Attorney General
Order No. 2940-2008, this rule amends
28 CFR part 16 as follows:

PART 16—PRODUCTION OR
DISCLOSURE OF MATERIAL OR
INFORMATION

m 1. The authority citation for Part 16
continues to read as follows:

Authority: 5 U.S.C. 301, 552, 552a, 552b
(g), and 553; 18 U.S.C. 4203(a)(1); 28 U.S.C.
509, 510, 534; 31 U.S.C. 3717 and 9701.

m 2. Section 16.91 is amended by
revising paragraphs (u) and (v) to read
as follows:

§16.91 Exemption of Criminal Division
Systems—Ilimited access, as indicated.
* * * * *

(u) The following system of records is
exempted pursuant to the provisions of
5 U.S.C. 552a(j) and/or (k) from
subsections (c)(3) and (4); (d)(1), (d)(2),
(d)(3) and (d)(4); (e)(1), (e)(2), (e)(3),
(e)4)(G), (H) and (1), (e)(5) and (e)(8); (1),
and (g) of 5 U.S.C. 552a: Organized
Crime Drug Enforcement Task Force
Fusion Center and International
Organized Crime Intelligence and
Operations Center System (JUSTICE/
CRM-028). These exemptions apply
only to the extent that information in
this system is subject to exemption
pursuant to 5 U.S.C. 552a (j) and/or (k).

(v) Exemptions from the particular
subsections are justified for the
following reasons:

(1) From subsection (c)(3) because to
provide the subject with an accounting
of disclosures of records in this system
could inform that individual of the
existence, nature, or scope of an actual
or potential law enforcement or
counterintelligence investigation by the
Organized Crime Drug Enforcement
Task Force Fusion Center, the
International Organized Crime
Intelligence and Operations Center, or
the recipient agency, and could permit
that individual to take measures to
avoid detection or apprehension, to
learn the identity of witnesses and
informants, or to destroy evidence, and
would therefore present a serious
impediment to law enforcement or
counterintelligence efforts. In addition,
disclosure of the accounting would
amount to notice to the individual of the
existence of a record. Moreover, release
of an accounting may reveal information
that is properly classified pursuant to
Executive Order and could compromise
the national defense or foreign policy.

(2) From subsection (c)(4) because this
subsection is inapplicable to the extent
that an exemption is being claimed from
subsections (d)(1), (2), (3), and (4).

(3) From subsection (d)(1) because
disclosure of records in the system
could alert the subject of an actual or
potential criminal, civil, or regulatory
investigation of the existence of that
investigation, of the nature and scope of
the information and evidence obtained
as to his activities, of the identity of
confidential witnesses and informants,
of the investigative interest of the
Organized Crime Drug Enforcement
Task Force Fusion Center, International
Organized Crime Intelligence and
Operations Center, and other
intelligence or law enforcement
agencies (including those responsible
for civil proceedings related to laws
against drug trafficking or related
financial crimes or international
organized crime); lead to the destruction
of evidence, improper influencing of
witnesses, fabrication of testimony, and/
or flight of the subject; reveal the details
of a sensitive investigative or
intelligence technique, or the identity of
a confidential source; or otherwise
impede, compromise, or interfere with
investigative efforts and other related
law enforcement and/or intelligence
activities. In addition, disclosure could
invade the privacy of third parties and/
or endanger the life, health, and
physical safety of law enforcement
personnel, confidential informants,
witnesses, and potential crime victims.
Access to records could also result in
the release of information properly
classified pursuant to Executive Order,
thereby compromising the national
defense or foreign policy.

(4) From subsection (d)(2) because
amendment of the records thought to be
incorrect, irrelevant, or untimely would
also interfere with ongoing
investigations, criminal or civil law
enforcement proceedings, and other law
enforcement activities and impose an
impossible administrative burden by
requiring investigations, analyses, and
reports to be continuously
reinvestigated and revised, as well as
impact information properly classified
pursuant to Executive Order.

(5) From subsections (d)(3) and (4)
because these subsections are
inapplicable to the extent exemption is
claimed from (d)(1) and (2).

(6) From subsection (e)(1) because, in
the course of its acquisition, collation,
and analysis of information under the
statutory authority granted to them, both
the Organized Crime Drug Enforcement
Task Force Fusion Center and
International Organized Crime
Intelligence and Operations Center will
occasionally obtain information,
including information properly
classified pursuant to Executive Order,
that concern actual or potential
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violations of law that are not strictly
within its statutory or other authority or
may compile information in the course
of an investigation which may not be
relevant to a specific prosecution. It is
impossible to determine in advance
what information collected during an
investigation will be important or
crucial to the apprehension of fugitives.
In the interests of effective law
enforcement, it is necessary to retain
such information in this system of
records because it can aid in
establishing patterns of criminal activity
and can provide valuable leads for
federal and other law enforcement
agencies. This consideration applies
equally to information acquired from, or
collated or analyzed for, both law
enforcement agencies and agencies of
the U.S. foreign intelligence community
and military community.

(7) From subsection (e)(2) because in
a criminal, civil, or regulatory
investigation, prosecution, or
proceeding, the requirement that
information be collected to the greatest
extent practicable from the subject
individual would present a serious
impediment to law enforcement because
the subject of the investigation,
prosecution, or proceeding would be
placed on notice as to the existence and
nature of the investigation, prosecution,
and proceeding and would therefore be
able to avoid detection or apprehension,
to influence witnesses improperly, to
destroy evidence, or to fabricate
testimony. Moreover, thorough and
effective investigation and prosecution
may require seeking information from a
number of different sources.

(8) From subsection (e)(3) (to the
extent applicable) because the
requirement that individuals supplying
information be provided a form stating
the requirements of subsection (e)(3)
would constitute a serious impediment
to law enforcement in that it could
compromise the existence of a
confidential investigation or reveal the
identity of witnesses or confidential
informants and endanger their lives,
health, and physical safety. The
individual could seriously interfere
with undercover investigative
techniques and could take appropriate
steps to evade the investigation or flee
a specific area.

(9) From subsections (e)(4)(G), (H) and
(I) because this system is exempt from
the access provisions of subsection (d)
pursuant to subsections (j) and (k) of the
Privacy Act.

(10) From subsection (e)(5) because
the acquisition, collation, and analysis
of information for law enforcement
purposes from various agencies does not
permit a determination in advance or a

prediction of what information will be
matched with other information and
thus whether it is accurate, relevant,
timely and complete. With the passage
of time, seemingly irrelevant or
untimely information may acquire new
significance as further investigation
brings new details to light and the
accuracy of such information can often
only be determined in a court of law.
The restrictions imposed by subsection
(e)(5) would restrict the ability of
trained investigators, intelligence
analysts, and government attorneys to
exercise their judgment in collating and
analyzing information and would
impede the development of criminal or
other intelligence necessary for effective
law enforcement.

(11) From subsection (e)(8) because
the individual notice requirements of
subsection (e)(8) could present a serious
impediment to law enforcement by
revealing investigative techniques,
procedures, evidence, or interest and
interfering with the ability to issue
warrants or subpoenas, and could give
persons sufficient warning to evade
investigative efforts.

(12) From subsections (f) and (g)
because these subsections are
inapplicable to the extent that the
system is exempt from other specific
subsections of the Privacy Act.

Dated: August 18, 2009.
Nancy C. Libin,
Chief Privacy and Civil Liberties Officer.
[FR Doc. E9—20364 Filed 8—24—09; 8:45 am]
BILLING CODE 4410-14-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

42 CFR Part 3
RIN 0991-AB53
Patient Safety and Quality

Improvement: Civil Money Penalty
Inflation Adjustment

AGENCY: Office for Civil Rights, Office of
the Secretary, HHS.
ACTION: Direct final rule.

SUMMARY: The Department of Health and
Human Services amends the Patient
Safety and Quality Improvement Rule
by adjusting for inflation the maximum
civil money penalty amount for
violations of the confidentiality
provisions of the Rule. We are amending
the penalty amount to comply with the
Federal Civil Penalties Inflation
Adjustment Act of 1990. We are using
direct final rulemaking for this action

because we expect that there will be no
significant adverse comment on the
rule.

DATES: This rule is effective November
23, 2009 without further action, unless
significant adverse comment is received
by September 24, 2009. If significant
adverse comment is received, OCR will
publish a timely withdrawal of the
document in the Federal Register.

ADDRESSES: Send comments to one of
the following addresses. Please do not
submit duplicate comments. We will
treat a comment directed to either the
direct final rule or proposed rule
(discussed in the SUPPLEMENTARY
INFORMATION section) as being directed
towards both, therefore there is no need
to submit comments on both
documents.

e Federal eRulemaking Portal: You
may submit electronic comments at
http://www.regulations.gov. Follow the
instructions for submitting electronic
comments. Attachments should be in
Microsoft Word, WordPerfect, or Excel;
however, we prefer Microsoft Word.

e Regular, Express, or Overnight Mail:
You may mail written comments (one
original and two copies) to the following
address only: U.S. Department of Health
and Human Services, Office for Civil
Rights, Attention: PSQIA CMP
Adjustment (RIN 0991-AB53), Hubert
H. Humphrey Building, Room 509F, 200
Independence Avenue, SW.,
Washington, DC 20201. Mailed
comments may be subject to delivery
delays due to security procedures.
Please allow sufficient time for mailed
comments to be timely received in the
event of delivery delays.

e Hand Delivery or Courier: If you
prefer, you may deliver (by hand or
courier) your written comments (one
original and two copies) to the following
address only: Office for Civil Rights,
Attention: PSQIA CMP Adjustment (RIN
0991-AB53), Hubert H. Humphrey
Building, Room 509F, 200
Independence Avenue, SW.,
Washington, DC 20201. (Because access
to the interior of the Hubert H.
Humphrey Building is not readily
available to persons without federal
government identification, commenters
are encouraged to leave their comments
in the mail drop slots located in the
main lobby of the building.)

Inspection of Public Comments: All
comments received before the close of
the comment period will be available for
public inspection, including any
personally identifiable or confidential
business information that is included in
a comment. We will post all comments
received before the close of the
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comment period at http://
www.regulations.gov.

FOR FURTHER INFORMATION CONTACT:
Andra Wicks, 202-205-2292.

SUPPLEMENTARY INFORMATION:
I. Use of a Direct Final Rule

The Department has chosen to issue
this rule as a direct final rule because
we do not expect to receive any
significant adverse comment on the
rule. A direct final rule is a rule that
provides an opportunity for comment
and then automatically becomes
effective on a later date if no significant
adverse comments are received. We do
not anticipate significant adverse
comments because this rule’s
amendment is required by the Federal
Civil Penalties Inflation Adjustment Act
of 1990 (28 U.S.C. 2461 note, as
amended by the Debt Collection
Improvement Act of 1996 (31 U.S.C.
3701)) (Inflation Adjustment Act), and
the Department has no discretion in
how it calculates the adjustment.

As reflected in the DATES section
above, for this direct final rule we are
providing a 30-day comment period,
and the rule will then become effective
60 days later if no significant adverse
comments are received. If we do not
receive any significant adverse
comments in response to the direct final
rule or the proposed rule discussed
below, this rule will become effective on
the date set forth in the DATES section.
If we receive significant adverse
comments to this direct final rule or the
proposed rule, we will publish a
document withdrawing this final rule in
the Federal Register prior to that date.

In the proposed rule section of this
issue of the Federal Register, we are
concurrently proposing and soliciting
comments on this rule. If we withdraw
this direct final rule based on the receipt
of any significant adverse comments, we
will publish a final rule based on the
proposed rule and any comments to the
proposed or direct final rule.

The Department will not provide
additional opportunity for comment.

II. Background

The Patient Safety and Quality and
Improvement Act of 2005 (Patient Safety
Act), 42 U.S.C. 299b—21 to 299b-26,
amended Title IX of the Public Health
Service Act, 42 U.S.C. 299 et seq., the
authorizing statute for the Agency for
Healthcare Research and Quality. The
Patient Safety Act creates a voluntary
program through which health care
providers can share information related
to patient safety events and concerns
(known as patient safety work product
(PSWP)) with patient safety

organizations (PSOs) for the purpose of
improving patient safety and the quality
of care nationwide. The Patient Safety
Act requires the Department of Health
and Human Services (“HHS” or “the
Department”) to maintain a listing of
PSOs. The Patient Safety Act provides
that PSWP is both privileged and
confidential. While participation in the
patient safety program is voluntary, a
violation of the Patient Safety Act’s
confidentiality requirements is subject
to a civil money penalty (CMP) of up to
$10,000. 42 U.S.C. 299b-22(f).

On November 21, 2008, the
Department promulgated regulations to
implement the Patient Safety Act. 73 FR
70732, Nov. 21, 2008, adding 42 CFR
part 3. The regulations provide for the
listing and delisting of PSOs, the
confidentiality and privilege protections
of PSWP, and procedures for
enforcement against violations of the
regulations’ confidentiality
requirements. In particular, under
§ 3.404, a person who discloses
identifiable PSWP in knowing or
reckless violation of the Patient Safety
Act and 42 CFR part 3 shall be subject
to a CMP of not more than $10,000 for
each act constituting a violation.

The Agency for Healthcare Research
and Quality administers the provisions
of the regulations relating to PSOs. The
Office for Civil Rights investigates and
enforces compliance with the
confidentiality provisions and, if
warranted, may assess CMPs for
knowing or reckless violations of
confidentiality.

III. The Inflation Adjustment Act

Congress enacted the Inflation
Adjustment Act based on its findings
that the impact of CMPs had been
reduced by inflation and that reducing
the impact of CMPs had weakened their
deterrent effect. Inflation Adjustment
Act §2, 28 U.S.C. 2461 note. In general,
the Inflation Adjustment Act requires
Federal agencies to issue regulations to
adjust for inflation each CMP provided
by law within their jurisdiction. The
Inflation Adjustment Act applies to civil
penalties found within the Public
Health Service Act, such as the Patient
Safety Act’s CMP provision.!

1We note that § 4 of the Inflation Adjustment Act,
found at 28 U.S.C. 2461 note, excludes a small
number of statutes, such as the Social Security Act,
from the requirement for agencies to adjust their
CMPs for inflation. Because the CMPs for title II,
subtitle F (Administrative Simplification) of the
Health Insurance Portability and Accountability Act
of 1996 (HIPAA) are found at section 1176 of the
Social Security Act, the Department has not made
similar inflation adjustments to the HIPAA
administrative simplification CMPs at 45 CFR
160.404.

The Inflation Adjustment Act directs
agencies to issue regulations to adjust
CMPs under their authority by October
23, 1996, and to make additional
adjustments at least once every four
years thereafter. Because the Patient
Safety Act was enacted after October 23,
1996, we interpret the Inflation
Adjustment Act as requiring the
Department to issue a regulation to
adjust for inflation the Patient Safety
Act’s CMP amount at least once every
four years, beginning from the Patient
Safety Act’s date of enactment, which
was July 29, 2005. Thus, we are issuing
this rule four years from the Patient
Safety Act’s enactment.

IV. Description of Amendment

The Inflation Adjustment Act
provides for the adjustment of a penalty
amount through a three-step process.
First, we calculate an increase in the
penalty amount by a “cost-of-living
adjustment.” Inflation Adjustment Act
§5(a), 28 U.S.C. 2461 note. The Inflation
Adjustment Act defines the cost-of-
living adjustment as ‘“‘the percentage (if
any) for each civil monetary penalty by
which—(1) the Consumer Price Index
for the month of June of the calendar
year preceding the adjustment, exceeds
(2) the Consumer Price Index for the
month of June of the calendar year in
which the amount of such civil
monetary penalty was last set or
adjusted pursuant to law.” Inflation
Adjustment Act §5(b), 28 U.S.C. 2461
note. Second, we round the adjustment
amount pursuant to the methodology set
forth in section 5(a) of the Inflation
Adjustment Act, which rounds the
increase based on the size of the
underlying penalty, as follows:

Any increase determined under this
subsection shall be rounded to the nearest—

(1) Multiple of $10 in the case of penalties
less than or equal to $100;

(2) Multiple of $100 in the case of penalties
greater than $100 but less than or equal to
$1,000;

(3) Multiple of $1,000 in the case of
penalties greater than $1,000 but less than or
equal to $10,000;

(4) Multiple of $5,000 in the case of
penalties greater than $10,000 but less than
or equal to $100,000;

(5) Multiple of $10,000 in the case of
penalties greater than $100,000 but less than
or equal to $200,000; and

(6) Multiple of $25,000 in the case of
penalties greater than $200,000.

Third, pursuant to the Debt Collection
Improvement Act of 1996 § 31001(s)(2)’s
amendment to the Inflation Adjustment
Act, we must limit the first adjustment
of a CMP to ten percent of the penalty
amount.

With respect to step 1 of the
adjustment, the Consumer Price Index
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(CPI) for June of 2008 (the calendar year
preceding this adjustment) was
218.815.2 The CPI for June of 2005 (the
calendar year in which the Patient
Safety Act CMP was last set) was 194.5.
The percent change in these CPIs is an
increase of 12.5 percent. This leads to
an unrounded increase in the Patient
Safety Act’s CMP of $1,250.

Under step 2, we round the amount of
the increase ($1,250) based on the size
of the penalty ($10,000). Because the
penalty of $10,000 is “‘greater than
$1,000 but less than or equal to
$10,000,” we round the increase to the
nearest multiple of $1,000. This leads to
a rounded increase of $1,000, for an
increased penalty of $11,000.

Step 3 requires that the first
adjustment to a civil penalty be limited
to 10 percent of the penalty amount.
This is the first adjustment to the
Patient Safety Act’s CMP. Therefore,
this 10 percent cap is applicable.
Pursuant to this cap, the adjusted
penalty cannot exceed $11,000. Because
the adjusted penalty is $11,000, it does
not exceed the cap. Accordingly, the
Patient Safety Act’s revised maximum
CMP amount, after adjusting for
inflation pursuant to the Inflation
Adjustment Act, is $11,000.

Based on the above, we are amending
42 CFR 3.404(b) to provide that the
Secretary may impose a CMP of not
more than $11,000, rather than the
current limit of $10,000, for a violation
of the Patient Safety Act’s
confidentiality requirements.

V. Environmental Impact

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

VI. Paperwork Reduction Act 1995

We have concluded that the CMP
adjustment in this direct final rule is not
subject to review by the Office of
Management and Budget under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520) because it does not
constitute a “collection of information.”
That is, the adjustment does not require
disclosure of any information to the
Department, third parties, or the public.

2The Inflation Adjustment Act defines
“Consumer Price Index”” as ‘‘the Consumer Price
Index for all-urban consumers published by the
Department of Labor.” Historic data on the
Consumer Price Index for all-urban consumers,
including the data relied upon in this rulemaking,
can be found at ftp://ftp.bls.gov/pub/
special.requests/cpi/cpiai.txt.

VII. Federalism

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

VIII. Analysis of Impacts

The Department has examined the
impacts of the direct final rule under
Executive Order 12866, 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 Department
believes that this direct final rule is not
a significant regulatory action under the
Executive Order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because this direct final rule
simply adjusts the maximum amount of
a CMP, and because the adjustment is
required by the Inflation Adjustment
Act, the Department certifies that the
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 $133
million, using the most current (2008)
Implicit Price Deflator for the Gross
Domestic Product.? The Department

3 According to the U.S. Department of Commerce,
Bureau of Economic Analysis, the implicit price

does not expect this direct final rule to
result in any 1-year expenditure that
would meet or exceed this amount.

List of Subjects in 42 CFR Part 3

Administrative practice and
procedure, Civil money penalty,
Confidentiality, Conflict of interests,
Courts, Freedom of information, Health,
Health care, Health facilities, Health
insurance, Health professions, Health
records, Hospitals, Investigations, Law
enforcement, Medical research,
Organization and functions, Patient,
Patient safety, Privacy, Privilege, Public
health, Reporting and recordkeeping
requirements, Safety, State and local
governments, Technical assistance.

m For the reasons stated in the preamble,
amend part 3 of title 42 of the Code of
Federal Regulations as follows:

PART 3—PATIENT SAFETY
ORGANIZATIONS AND PATIENT
SAFETY WORK PRODUCT

m 1. The authority citation for part 3
continues to read:

Authority: 42 U.S.C. 216, 299b—21 through
299b-26; 42 U.S.C. 299c-6.

m 2. Amend § 3.404 by revising
paragraph (b) to read as follows:

§3.404 Amount of a civil money penalty.
* * * * *

(b) The Secretary may impose a civil
money penalty in the amount of not
more than $11,000.

Dated: August 18, 2009.

Kathleen Sebelius,

Secretary.

[FR Doc. E9—20419 Filed 8—24—09; 8:45 am]
BILLING CODE 4160-90-P

DEPARTMENT OF DEFENSE

Defense Acquisition Regulations
System

48 CFR Parts 202, 209, 214, 227, 237,
and 252

Defense Federal Acquisition
Regulation Supplement; Technical
Amendments

AGENCY: Defense Acquisition
Regulations System, Department of
Defense (DoD).

ACTION: Final rule.

SUMMARY: DoD is making technical
amendments to the Defense Federal

deflator for gross domestic product was indexed at
92.106 in 1995 (the year of the Unfunded Mandates
Reform Act) and 122.422 in 2008. See http://
www.bea.gov/national/nipaweb/ (Table 1.1.9).
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Acquisition Regulation Supplement
(DFARS) to update the list of DoD
contracting activities and other
references within the DFARS text.
DATES: Effective Date: August 25, 2009.
FOR FURTHER INFORMATION CONTACT: Ms.
Michele Peterson, Defense Acquisition
Regulations System, OUSD (AT&L)
DPAP (DARS), IMD 3D139, 3062
Defense Pentagon, Washington, DC
20301-3062. Telephone 703—-602-0311;
facsimile 703-602-7887.
SUPPLEMENTARY INFORMATION: This final
rule amends DFARS text as follows:

e 202.101. Updates the listings of
DoD contracting activities and military
departments and defense agencies.

® 209.403, 214.407-3, and 227.7004.
Updates organization names.

e 237.7204. Updates the fill-in
portion of a document format to permit
insertion of the calendar year.

e 252.244-7000. Updates a reference
to a contract clause to reflect a revision
to the clause that was published at 74
FR 37626 on July 29, 2009.

List of Subjects in 48 CFR Parts 202,
209, 214, 227, 237, and 252

Government procurement.

Michele P. Peterson,

Editor, Defense Acquisition Regulations
System.

m Therefore, 48 CFR Parts 202, 209, 214,
227,237, and 252 are amended as
follows:

m 1. The authority citation for 48 CFR
Parts 202, 209, 214, 227, 237, and 252
continues to read as follows:

Authority: 41 U.S.C. 421 and 48 CFR
Chapter 1.

PART 202—DEFINITIONS OF WORDS
AND TERMS

m 2. Section 202.101 is amended by
revising the definitions of Contracting
activity and Departments and agencies
to read as follows:

202.101 Definitions.
* * * * *

Contracting activity for DoD also
means elements designated by the
director of a defense agency which has
been delegated contracting authority
through its agency charter. DoD
contracting activities are—

Department of Defense

Counterintelligence Field Activity
Department of Defense Education Activity
TRICARE Management Activity
Washington Headquarters Services,
Acquisition and Procurement Office

Army

Headquarters, U.S. Army Contracting
Command

Joint Contracting Command—Iraq/
Afghanistan

National Guard Bureau

Program Executive Office for Simulation,
Training, and Instrumentation

U.S. Army Aviation and Missile Life Cycle
Management Command

U.S. Army Communications-Electronics Life
Cycle Management Command

U.S. Army Corps of Engineers

U.S. Army Expeditionary Contracting
Command

U.S. Army Intelligence and Security
Command

U.S. Army Joint Munitions and Lethality Life
Cycle Management Command

U.S. Army Medical Command

U.S. Army Medical Research and Materiel
Command

U.S. Army Mission and Installation
Contracting Command

U.S. Army Research, Development, and
Engineering Command

U.S. Army Space and Missile Defense
Command

U.S. Army Sustainment Command

U.S. Army Tank-Automotive and Armaments
Life Cycle Management Command

Navy

Office of the Deputy Assistant Secretary of
the Navy (Acquisition & Logistics
Management)

Naval Air Systems Command

Space and Naval Warfare Systems Command

Naval Facilities Engineering Command

Naval Inventory Control Point

Naval Sea Systems Command

Naval Supply Systems Command

Office of Naval Research

Military Sealift Command

Strategic Systems Programs

Marine Corps Systems Command

Installations and Logistics, Headquarters,
U.S. Marine Corps

Air Force

Office of the Assistant Secretary of the Air
Force (Acquisition)

Office of the Deputy Assistant Secretary
(Contracting)

Air Force Materiel Command

Air Force Reserve Command

Air Combat Command

Air Mobility Command

Air Education and Training Command

Pacific Air Forces

United States Air Forces in Europe

Air Force Space Command

Air Force District of Washington

Air Force Operational Test & Evaluation
Center

Air Force Special Operations Command

United States Air Force Academy

Aeronautical Systems Center

Air Armament Center

Electronic Systems Center

Space and Missile Systems Center

Defense Advanced Research Projects Agency

Office of the Deputy Director, Management

Defense Business Transformation Agency

Contracting Office

Defense Commissary Agency

Directorate of Contracting

Defense Contract Management Agency

Office of the Director, Defense Contract
Management Agency

Defense Finance And Accounting Service

External Services, Defense Finance and
Accounting Service

Defense Information Systems Agency

Defense Information Technology Contracting
Organization

Defense Intelligence Agency

Office of Procurement

Defense Logistics Agency

Acquisition Management Directorate

Defense Supply Centers

Defense Energy Support Center

Defense Security Cooperation Agency

Contracting Division

Defense Security Service

Acquisition and Contracting Branch

Defense Threat Reduction Agency

Acquisition Management Office

Missile Defense Agency

Headquarters, Missile Defense Agency

National Geospatial-Intelligence Agency

Procurement and Contracting Office

National Security Agency

Headquarters, National Security Agency

United States Special Operations Command

Headquarters, United States Special
Operations Command

United States Transportation Command

Directorate of Acquisition

* * * * *

Departments and agencies, as used in
DFARS, means the military departments
and the defense agencies. The military
departments are the Departments of the
Army, Navy, and Air Force (the Marine
Corps is a part of the Department of the
Navy). The defense agencies are the
Defense Advanced Research Projects
Agency, the Defense Business
Transformation Agency, the Defense
Commissary Agency, the Defense
Contract Management Agency, the
Defense Finance and Accounting
Service, the Defense Information
Systems Agency, the Defense
Intelligence Agency, the Defense
Logistics Agency, the Defense Security
Cooperation Agency, the Defense
Security Service, the Defense Threat
Reduction Agency, the Missile Defense
Agency, the National Geospatial-
Intelligence Agency, and the National
Security Agency.

* * * * *

PART 209—CONTRACTOR
QUALIFICATIONS

209.403 [Amended]

m 3. Section 209.403 is amended in the
definition of Debarring and suspending
official, in paragraph (1), by removing
the entry ‘“National Imagery and
Mapping Agency—The General
Counsel” and adding in its place
“National Geospatial-Intelligence
Agency—The General Counsel”.
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PART 214—SEALED BIDDING

m 4. Section 214.407-3 is amended by
revising paragraph (e)(v) to read as
follows:

214.407-3 Other mistakes disclosed
before award.

(e) I

(v) National Geospatial-Intelligence
Agency: General Counsel, NGA.

* * * * *

PART 227—PATENTS, DATA, AND
COPYRIGHTS

227.7004 [Amended]

m 5. Section 227.7004 is amended in
paragraph (c)(7) by removing “Imagery
and Mapping” and adding in its place
“Geospatial-Intelligence”.

PART 237—SERVICE CONTRACTING

237.7204 [Amended]

m 6. Section 237.7204 is amended under
the heading “EDUCATIONAL SERVICE
AGREEMENT Agreement No. 7,
in paragraph 1., by removing “19
and adding in its place “  ”

PART 252—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

m 7. Section 252.244-7000 is amended
by revising the clause date and
paragraph (a) to read as follows:

252.244-7000 Subcontracts for
Commercial Items and Commercial
Components (DoD Contracts).

* * * * *

Subcontracts for Commercial Items
and Commercial Components (DoD
Contracts) (AUG 2009)

* * * * *

(a) 252.225-7009 Restriction on
Acquisition of Certain Articles
Containing Specialty Metals (10 U.S.C.
2533h).

* * * * *

[FR Doc. E9—20416 Filed 8-24-09; 8:45 am]
BILLING CODE 5001-08-P

DEPARTMENT OF TRANSPORTATION

National Highway Traffic Safety
Administration

49 CFR Part 571

[Docket No. NHTSA-2009-0151]
RIN 2127-AK44

Federal Motor Vehicle Safety
Standards; Air Brake Systems

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

ACTION: Final rule.

SUMMARY: This document makes
permanent an existing requirement that
trailers with antilock brake systems
(ABS) be equipped with an external
malfunction indicator lamp. The
indicator lamp requirement, which is
included in the Federal motor vehicle
safety standard that governs air-braked
vehicles, was originally scheduled to
sunset on March 1, 2009, but had
previously been extended to September
1, 2009. The agency had established a
sunset date for this requirement in light
of the increasing numbers of post-2001
tractors which have an in-cab trailer
ABS malfunction lamp, making the
external trailer lamp redundant. We are
making the requirement permanent in
light of additional safety purposes
served by the external lamp, including:
it not only warns the driver of a
malfunctioning trailer ABS, but, unlike
the in-cab lamps, indicates which trailer
in double and trailer applications has a
malfunction, and it assists Federal and
State roadside inspectors and
maintenance personnel in identifying a
malfunctioning trailer ABS. This
rulemaking was conducted in response
to petitions from the Commercial
Vehicle Safety Alliance.

DATES: Effective Date: This rule is
effective August 31, 2009. Petitions:
Petitions for reconsideration must be
received by October 9, 2009.
ADDRESSES: If you wish to petition for
reconsideration of this rule, you should
refer in your petition to the docket
number of this document and submit
your petition to: Administrator,
National Highway Traffic Safety
Administration, 1200 New Jersey
Avenue, SE., West Building,
Washington, DC, 20590.

The petition will be placed in the
docket. Anyone is able to search the
electronic form of all documents
received into any of our dockets by the
name of the individual submitting the
document (or signing the document, if
submitted on behalf of an association,
business, labor union, etc.). You may
review DOT’s complete Privacy Act
Statement in the Federal Register
published on April 11, 2000 (Volume
65, Number 70; Pages 19477-78) or you
may visit http://www.dot.gov/
privacy.html.

FOR FURTHER INFORMATION CONTACT: For
non-legal issues, you may call Mr.
George Soodoo, Office of Crash
Avoidance Standards (Phone: 202—366—
4931; FAX: 202-366-7002). For legal
issues, you may call Mr. Ari Scott,
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I. Background

The final rule requiring antilock brake
systems (ABS) on truck tractors, other
air-braked heavy vehicles including
trailers, and hydraulic-braked trucks
was published in the Federal Register
(60 FR 13216) on March 10, 1995. As
amended by that final rule, FMVSS No.
121, Air Brake Systems, required two
separate in-cab ABS malfunction
indicator lamps for each truck tractor,
one for the tractor’s ABS (effective
March 1, 1997) and the other for the
trailer’s ABS (effective March 1, 2001).
The final rule also required air-braked
trailers to be equipped with an
externally mounted ABS malfunction
lamp (effective March 1, 1998) so that
the driver of a non-ABS equipped
tractor or an ABS-equipped tractor
manufactured prior to March 1, 2001,
towing an ABS-equipped trailer would
be alerted in the event of a malfunction
in the trailer ABS.

The requirement for the trailer-
mounted ABS malfunction indicator
lamp was originally scheduled to expire
on March 1, 2009. The National
Highway Traffic Safety Administration
(NHTSA) established this sunset date,
based on the assumption that, after this
eight-year period, many of the pre-2001
tractors without the dedicated trailer
ABS malfunction indicator lamp would
no longer be in long-haul service. The
agency based its decision on the belief
that the typical tractor life was five to
seven years, and therefore decided on
an eight-year period for the external
ABS malfunction indicator lamp
requirement. We further stated our
belief that there would be no need for
a redundant ABS malfunction lamp
mounted on the trailer after the vast
majority of tractors were equipped with
an in-cab ABS malfunction indicator
lamp for the trailer.

Before the trailer-mounted ABS
malfunction indicator lamp requirement
expired, NHTSA received two petitions
from the Commercial Vehicle Safety
Alliance (CVSA). CVSA is an
international not-for-profit organization
comprised of local, State, provincial,
territorial and Federal motor carrier
safety officials and industry



42782

Federal Register/Vol. 74, No. 163/ Tuesday, August 25, 2009/Rules and Regulations

representatives from the United States,
Canada, and Mexico.

On October 22, 2007, CVSA
petitioned NHTSA to make the trailer-
mounted external antilock malfunction
indicator lamp permanent instead of
allowing it to expire. CVSA included in
its petition suggested regulatory text
along with its rationale for why the
extension should be permanent. On
October 15, 2008, CVSA again
petitioned NHTSA to amend FMVSS
No. 121, requesting that the agency
issue a stay of the sunset date of March
1, 2009 for the external ABS warning
lamp. CVSA stated that a stay would
prevent a time gap in the regulation,
while NHTSA continued to evaluate
CVSA'’s 2007 petition. CVSA stated that
the vehicle inspection process has
already been complicated by the
phased-in ABS and ABS malfunction
indicator lamp requirements, and a time
gap would further complicate the
inspection process and cause additional
confusion for drivers and maintenance
personnel.

On March 3, 2009, the agency
concurrently published an interim final
rule extending the sunset date for the
requirement by six months, to
September 1, 2009 (74 FR 9173), and a
notice of proposed rulemaking (NPRM)
to extend the requirement to March 1,
2011 (74 FR 9202). In the latter notice,
the agency explained that it expected to
be able to fully analyze the issues raised
by the CVSA petitions and further
address them prior to March 1, 2011.
The agency also indicated that if it was
able to fully resolve the outstanding
issues it could make the requirement
permanent in a final rule based on the
NPRM.

The rationale put forth by CVSA, in
its 2007 petition, for making the
requirement permanent included four
points. The first point was that there
were still expected to be many pre-2001
tractors in use when the malfunction
indicator lamp requirement was set to
expire (at the time, March 1, 2009).
These tractors do not have the in-cab
trailer ABS malfunction indicator lamp
that was perceived to render the
external lamp redundant. Second, CVSA
argued that for double and triple trailer
applications, it will not be possible to
determine, from an in-cab lamp alone,
which trailer ABS is malfunctioning
without external lamps. Third, CVSA
stated that many trailer repair shops rely
on the external lamp to quickly
diagnose the operational status of the
trailer ABS without having to couple a
post-2001 tractor to the trailer. With an
external indicator lamp, any age tractor
can be used, making inspection
significantly easier. Fourth, the petition

argued that without the external lamp,
the signal from the in-cab lamp may be
confusing, as it may indicate either a
malfunctioning in-cab bulb, a
functioning pre-1998 trailer (with no
ABS), a problem with the
communication circuit between the
trailer and tractor, or a malfunctioning
ABS. The external lamp helps to
diagnose the situation further.

II. Summary of Comments

Overview

NHTSA received a number of
comments in response to the two March
3, 2009 Federal Register notices. All
commenters addressing the issue
supported the extension provided in the
interim final rule and some further
extension, with varying time periods for
the further extension.

The American Trucking Associations
(ATA), a trade association representing
trucking companies, supported
extending the trailer external lamp
requirement until March 1, 2011, the
date proposed in the NPRM, but argued
against making the requirement
permanent. The Truck Trailer
Manufacturers Association (TTMA)
supported extending the requirement to
March 1, 2010. The American Moving
and Storage Association (AMSA), which
represents moving services and handlers
of specialized freight, supported
extending the requirement through 2011
in order to prevent a “gap” in the
requirements, but did not offer a
position on whether the requirement
should be made permanent.

Two associations submitted
comments supporting the permanent
extension of the requirements, the
Heavy Duty Brake Manufacturers
Association (HDMA), which represents
manufacturers of braking systems and
components, and the Owner-Operator
Independent Drivers Association
(OOIDA).® Other commenters
supporting a permanent extension of the
external lamp requirement included
Meritor WABCO, a supplier of air and
hydraulic antilock brake systems (ABS),
air disc brakes, air compressors, brake
control valves and electronic
components for medium and heavy duty
trucks, buses, and trailers, and
Advocates for Highway and Auto Safety
(Advocates). CVSA, the petitioner, also
submitted comments supporting a
permanent extension.

NHTSA also received information
from the University of Michigan
Transportation Research Institute
(UMTRI).

1The OOIDA comment was submitted prior to
NRPM in support of the CVSA petition.

Whether at Least a Limited Extension Is
Needed

Every commenter addressing the
issue, with one exception, supported
extending the external malfunction
indicator lamp requirement to at least
March 1, 2011. TTMA supported a
shorter extension, to March 1, 2010, to
coincide with the sunset date of the
external lamp requirement in Canada.
AMSA, making an argument for
continuity of the requirement, stated
that it supported the extension until
2011 because it would be extremely
disruptive for carriers to cease current
maintenance of external ABS indicators,
and then be required to resume the
current practices at a later date.

Several commenters provided data
indicating that relatively large numbers
of pre-2001 tractors are still in use, and
that therefore there is still at least a
temporary need for the trailer-mounted
lamp. The HDMA provided information
from R.L. Polk & Co. regarding vehicle
age date, which stated that 58.5 percent
of registered tractors were built prior to
March 1, 2001.2 Meritor WABCO also
provided this figure in its comments.
Information obtained from UMTRI,
Center for National Truck and Bus
Statistics, also provided information on
the numbers of pre-2001 tractors in use.
UMTRI analyzed two crash data files to
estimate the proportion of tractors with
model year 2000 and prior: (1) The
General Estimates System (GES) file
compiled by NHTSA, which is a
nationally representative sample file of
all police-reportable traffic crashes, and
(2) the Trucks Involved in Fatal
Accidents (TIFA) file, compiled by
UMTRI, which is a census of all
medium and heavy trucks involved in
fatal crashes in the U.S. Based on
accident analysis from the GES and the
TIFA file, UMTRI estimated that 29-30
percent of the exposed population of
tractors has a model year of 2000 or
earlier.3 The “exposure” in crashes is
primarily related to vehicle miles
traveled.

Whether the Requirement Should Be
Made Permanent

We note that the decision whether to
make the requirement for the external
trailer lamp permanent presents
different issues than a temporary
extension. There are two potential
reasons for a temporary extension. First,
as discussed in the NPRM, an extension
to March 1, 2011 would give the agency
additional time to do further analyses

2Docket NHTSA-2009-0038-0009, p. 2, available
at http://www.regulations.gov.

3Docket NHTSA-2009-0038-0017, p. 3, available
at http://www.regulations.gov.



Federal Register/Vol. 74, No. 163/ Tuesday, August 25, 2009/Rules and Regulations

42783

related to CVSA’s request for a
permanent extension, while avoiding a
potential confusing time gap in the
vehicles subject to the requirement.
Second, even if NHTSA did not make
the existing requirement permanent, a
further temporary extension could be
needed given the relatively large
numbers of pre-2001 tractors that are
still in use. Since the numbers of pre-
2001 tractors will over time become
increasingly small, the case for a
permanent requirement is predicated on
the benefits that the external lamp
provides even when coupled with the
in-cab trailer ABS indicator present on
tractors built after March 1, 2001.

A number of commenters which
supported CVSA’s petition to make the
external lamp requirement permanent
cited the utility of the external lamp for
trailer inspection and diagnostic
purposes. There were several reasons
given in the comments, including
benefits related to redundancy of the
external lamp, the lamp serves to
facilitate inspections and repair of
trailer ABS, and the utility of the lamp
in multiple trailer applications.
Additionally, several commenters noted
the centrality of a functioning ABS with
regard to recent safety developments,
such as electronic stability control (ESC)
systems, that could be negatively
impacted by faulty ABS.

One reason given to support the
permanent extension of the external
lamp is simple redundancy and utility
of the external lamp, with Advocates
noting that “if a combination vehicle
* * * suffers loss of the in-cab ABS
malfunction indicator, the only fail-safe
means on the road of determining
whether the ABS is still functioning is
the external trailer, semi-trailer, or dolly
ABS lamp.” ¢ Similarly, OOIDA stated
that the external lamp provides a
“reliable and readily identifiable
method for drivers, roadside inspectors,
and maintenance personnel to
determine the operational status of the
affected towed units.” 5 CVSA
commented on the multitude of possible
vehicle systems dependent on
functioning ABS, such as rollover
stability systems, electronic stability
control, and adaptive cruise control, as
adding importance to the ability of
various parties to identify
malfunctioning ABS in trailers.

In arguing against a permanent
extension of the requirement, the ATA
used the redundancy argument as well.
ATA stated that it believes the extension
for the ABS warning lamp is warranted

40038-0013, p. 2.
5Docket NHTSA-2009-0038-0019, available at
http://www.regulations.gov.

so long as there are still tractors
operating without functional in-cab
systems. As to a permanent extension,
however, it argued that the in-cab
malfunction indicator lamp is a more
useful warning signal to drivers than the
external lamp, and that it does not
believe the external trailer ABS
malfunction lamp should be required on
trailers matched with tractors with in-
cab systems beyond 2011 solely as an
aid for roadside inspection. ATA also
stated that there are other tools to check
the trailer ABS at a roadside inspection,
if monitoring the in-cab dash warning
lamp is not practical or safe for the
inspector. Acknowledging that the
external lamp did have some value, the
ATA stated that some of its members
wanted the light continued as an option,
especially those who operate double
and triple trailer combinations
(discussed below).

Commenters including Meritor
WABCO stated that the external lamp
enhances the inspection and
maintenance of ABS on trailers and
dollies. Meritor WABCO pointed out a
recent Federal Motor Carrier Safety
Administration study indicating that 15
percent and 30 percent of tractor and
trailer ABS, respectively, indicated
potential operational problems,®
implying that additional means to
identify and correct these problems
should be considered. Meritor WABCO
cited a NHTSA statement that the intent
of the lamp was, in part, to “to inform
operators * * * and to facilitate * * *
and * * * encourage repairs of faulty
ABS systems.” 7 Meritor WABCO also
stated that when conducting
diagnostics, the lack of a trailer-
mounted indicator would require that a
trailer be coupled to a post-2001 tractor
in order to determine the status of the
trailer ABS. Similarly, in its comments
to the original 2007 CVSA petition,
TTMA noted that “the lamp mounted
externally allows additional people
such as shop personnel to see if the ABS
system is operable.” 8 CVSA reiterated
this argument from its petition in its
comments submitted to NHTSA. And
even though it argued against making
the lamp requirement permanent, in its
comments, the ATA noted that the
external lamp helped in troubleshooting
problems.

Several commenters emphasized that
the external malfunction indicator lamp

6 Docket NHTSA—-2009-0038-0008, p. 2, available
at http://www.regulations.gov.

771 FR 7614, Feb 13, 2006.

8Docket NHTSA—-2009-0038-0004, available at
http://www.regulations.gov. We note that this
comment was superseded by the comment
submitted April 2, 2009 (Docket NHTSA-2009—
0038-0016).

provides more pertinent information
than the in-cab lamp with regard to
multiple trailer configurations, where a
single tractor tows two or three trailers,
each equipped with an ABS. This is
because while the in-cab lamp may
indicate a malfunction, it will not
provide specific information as to which
trailer is experiencing a malfunctioning
ABS. While it did not support making
the requirement permanent, in its
comment the ATA noted that members
with multiple trailer operations found
the external lamp useful for
troubleshooting. Advocates and CVSA
also made this argument, with
Advocates stating that “on multi-trailer
combinations when each trailer is fitted
with ABS, a driver needs to be able to
verify that each trailing unit has
operable ABS.” 9

Finally, Meritor WABCO provided
some guidance in its comments with
regard to the cost of the external lamp.
Specifically, the commenter stated that
“all trailer wiring harnesses have been
modified to accommodate the indicator
lamp so making it a permanent
requirement would not require any
additional changes of expense to the
vehicle OEMs or the end user.” 19
Furthermore, the ATA comment stated
that improvements in the external lamp
circuit have eliminated previous
maintenance issues that had caused
expenses.11

III. Response to Comments and Agency
Decision

After carefully considering the
comments, and for the reasons
discussed below, we have decided to
make the requirement that trailers with
ABS be equipped with an external
antilock malfunction indicator lamp
permanent.

We are making this decision because
the external lamp provides information
that assists maintenance personnel and
roadside inspectors, provides important
diagnostic information, and provides
detailed important information for
multiple trailer applications. NHTSA
believes that these benefits of the
external lamp warrant the permanent
extension of the requirement.

We believe that trailer maintenance
operations would be inconvenienced by
having to couple a trailer to a post-2001
tractor or use additional specialized
equipment in order to diagnose the state
of a trailer’s ABS, when right now a
standardized trailer-mounted lamp

9Docket NHTSA-2009-0038-0013, p. 2, available
at http://www.regulations.gov.

10Docket NHTSA-2009-0038-0008, p. 1,
available at http://www.regulations.gov.

11Docket NHTSA-2009-0038-0014, p. 2,
available at http://www.regulations.gov.
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provides the same information. This
inconvenience could diminish the
effectiveness of some maintenance
operations. Furthermore, the external
lamps provide otherwise-unavailable
information to both drivers and roadside
inspectors with regard to multiple
trailer combinations. Without them, the
in-cab information can only indicate the
existence of a malfunctioning trailer
ABS. The external lamps can pinpoint
which trailer’s ABS is malfunctioning,
allowing drivers or inspectors to take
the appropriate remedial action.

We note that since we are making the
requirement permanent because of the
benefits the external lamp provides even
when coupled with the in-cab trailer
ABS indicator present on tractors built
after March 1, 2001, it is unnecessary to
address the numbers of pre-2001
tractors that are still in use.

As indicated above, we stated in the
NPRM that we might make the
requirement permanent if we could
fully resolve the outstanding issues. We
have specifically considered whether
there are any unresolved issues for
which additional analysis would be
beneficial to the agency in reaching a
decision on this issue. We have
concluded that there are no issues for
which further analyses are needed prior
to making a decision. All trailers
manufactured after March 1, 1998 have
already been required to comply with
the requirement, so manufacturers and
users are familiar with these systems.
Furthermore, all trailer wiring harnesses
have already been modified to
accommodate the external lamp, and
there are relatively few maintenance
issues, thereby minimizing the costs of
this requirement. Finally, Federal and
State inspectors and maintenance
operations successfully use the lamps as
part of their current procedures in order
to obtain the benefits discussed in this
document.

In stating that we are making the
existing requirement permanent, we do
not mean to imply that we would not
readdress this issue in future
rulemaking if new developments were
to make the requirement unnecessary. In
its comments, ATA stated that in the
future, wireless transmissions of the
vehicle fault messages will be the means
of inspection which will make external
malfunction lamps obsolete. Our
decision today reflects current designs
and inspection and maintenance
practices developed in light of those
designs. If future designs and new
inspection and maintenance practices
should make the external malfunction
lamps obsolete, we will take appropriate
action at that time.

We find good cause for making
today’s final rule effective on August 31,
2009. This is necessary to avoid a
confusing time gap in the vehicles
subject to the requirement. Moreover,
since trailer manufacturers are required
to meet the requirement for the trailers
they are currently manufacturing, this
effective date will not result in any new
burdens.

IV. Rulemaking Analyses and Notices

Executive Order 12866 and DOT
Regulatory Policies and Procedures

This action was not reviewed by the
Office of Management and Budget under
E.O. 12866. The agency has considered
the impact of this action under the
Department of Transportation’s
regulatory policies and procedures (44
FR 11034; February 26, 1979), and has
determined that it is not “significant”
under them.

This document makes permanent the
existing antilock malfunction indicator
lamp requirement, which had been
scheduled to expire September 1, 2009.
When the agency published its March
10, 1995 Final Rule, we estimated the
costs of the lamp and the associated
wiring to be approximately $9.43 (in
2007 dollars $12.82). In 2007 dollars,
assuming 189,000 trailer units and that
same unit costs we estimate the total
cost to be approximately $2.4 million
per year. However, we note that since
all trailers manufactured after March 1,
1998 have already been complying with
the requirement and that the agency is
merely making permanent the
requirement, the impact on costs is
likely much lower than this figure
indicates. While not supplying a lamp
could result in a trailer that could be
made for a few dollars less, we estimate
the costs to be so minimal that
preparation of a full regulatory
evaluation is not required.

Regulatory Flexibility Act

Pursuant to the Regulatory Flexibility
Act, 5 U.S.C. 601 et seq., NHTSA has
evaluated the effects of this action on
small entities. I hereby certify that this
rule will not have a significant impact
on a substantial number of small
entities. This document merely makes
permanent the requirement for an
external indicator lamp in FMVSS No.
121. No other changes are made. Small
organizations and small government
units will not be significantly affected
since this action will not affect the price
of new motor vehicles. Trailer
manufacturers will not be required to
install new systems but rather continue
to install the systems they are already
installing.

Executive Order 13132 (Federalism)

NHTSA has examined today’s rule
pursuant to Executive Order 13132 (64
FR 43255, August 10, 1999) and
concluded that no additional
consultation with States, local
governments or their representatives is
mandated beyond the rulemaking
process. The agency has concluded that
the rule does not have federalism
implications because it does not have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.”

Further, no consultation is needed to
discuss the issue of preemption in
connection with today’s rule. The issue
of preemption can arise in connection
with NHTSA rules in at least two ways.
First, the National Traffic and Motor
Vehicle Safety Act contains an express
preemption provision: “When a motor
vehicle safety standard is in effect under
this chapter, a State or a political
subdivision of a State may prescribe or
continue in effect a standard applicable
to the same aspect of performance of a
motor vehicle or motor vehicle
equipment only if the standard is
identical to the standard prescribed
under this chapter.” 49 U.S.C.
30103(b)(1). It is this statutory command
that unavoidably preempts State
legislative and administrative law, not
today’s rulemaking, so consultation
would be unnecessary.

Second, the Supreme Court has
recognized the possibility of implied
preemption: in some instances, State
requirements imposed on motor vehicle
manufacturers, including sanctions
imposed by State tort law, can stand as
an obstacle to the accomplishment and
execution of a NHTSA safety standard.
When such a conflict is discerned, the
Supremacy Clause of the Constitution
makes the State requirements
unenforceable. See Geier v. American
Honda Motor Co., 529 U.S. 861 (2000).
However, NHTSA has considered the
nature and purpose of today’s rule and
does not currently foresee any potential
State requirements that might conflict
with it. Without any conflict, there
could not be any implied preemption.

Executive Order 12988 (Civil Justice
Reform)

With respect to the review of the
promulgation of a new regulation,
section 3(b) of Executive Order 12988,
“Civil Justice Reform” (61 FR 4729,
February 7, 1996) requires that
Executive agencies make every
reasonable effort to ensure that the
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regulation: (1) Clearly specifies the
preemptive effect; (2) clearly specifies
the effect on existing Federal law or
regulation; (3) provides a clear legal
standard for affected conduct, while
promoting simplification and burden
reduction; (4) clearly specifies the
retroactive effect, if any; (5) adequately
defines key terms; and (6) addresses
other important issues affecting clarity
and general draftsmanship under any
guidelines issued by the Attorney
General. This document is consistent
with that requirement.

Pursuant to this Order, NHTSA notes
as follows. The issue of preemption is
discussed above in connection with E.O.
13132. NHTSA notes further that there
is no requirement that individuals
submit a petition for reconsideration or
pursue other administrative proceeding
before they may file suit in court.

Protection of Children From
Environmental Health and Safety Risks

Executive Order 13045, ‘“‘Protection of
Children from Environmental Health
and Safety Risks” (62 FR 19855, April
23,1997), applies to any rule that: (1)

Is determined to be “economically
significant” as defined under Executive
Order 12866, and (2) concerns an
environmental, health, or safety risk that
the agency has reason to believe may
have a disproportionate effect on
children. If the regulatory action meets
both criteria, the agency must evaluate
the environmental health or safety
effects of the planned rule on children,
and explain why the planned regulation
is preferable to other potentially
effective and reasonably feasible
alternatives considered by the agency.

This rule is not expected to affect
children and it is not an economically
significant regulatory action under
Executive Order 12866. Consequently,
no further analysis is required under
Executive Order 13045.

Paperwork Reduction Act

Under the Paperwork Reduction Act
of 1995 (PRA), a person is not required
to respond to a collection of information
by a Federal agency unless the
collection displays a valid OMB control
number. There is not any information
collection requirement associated with
this rule.

National Technology Transfer and
Advancement Act

Section 12(d) of the National
Technology Transfer and Advancement

Act of 1995 (NTTAA), Public Law 104—
113, (15 U.S.C. 272) directs the agency
to evaluate and use voluntary consensus
standards in its regulatory activities
unless doing so would be inconsistent
with applicable law or is otherwise
impractical. Voluntary consensus
standards are technical standards (e.g.,
materials specifications, test methods,
sampling procedures, and business
practices) that are developed or adopted
by voluntary consensus standards
bodies, such as the Society of
Automotive Engineers. The NTTAA
directs us to provide Congress (through
OMB) with explanations when we
decide not to use available and
applicable voluntary consensus
standards. There are no voluntary
consensus standards developed by
voluntary consensus standards bodies
pertaining to this rule.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 requires agencies to prepare a
written assessment of the costs, benefits
and other effects of proposed or final
rules that include a Federal mandate
likely to result in the expenditure by
State, local or Tribal governments, in
the aggregate, or by the private sector, of
more than $100 million annually
(adjusted for inflation with base year of
1995). This rule will not result in
expenditures by State, local or Tribal
governments, in the aggregate, or by the
private sector in excess of $100 million
annually.

National Environmental Policy Act

NHTSA has analyzed this rulemaking
action for the purposes of the National
Environmental Policy Act. The agency
has determined that implementation of
this action will not have any significant
impact on the quality of the human
environment.

Executive Order 13211

Executive Order 13211 (66 FR 28355,
May 18, 2001) applies to any
rulemaking that: (1) Is determined to be
economically significant as defined
under E.O. 12866, and is likely to have
a significantly adverse effect on the
supply of, distribution of, or use of
energy; or (2) that is designated by the
Administrator of the Office of
Information and Regulatory Affairs as a
significant energy action. This
rulemaking is not subject to E.O. 13211.

Regulatory Identifier Number (RIN)

The Department of Transportation
assigns a regulation identifier number
(RIN) to each regulatory action listed in
the Unified Agenda of Federal
Regulations. The Regulatory Information
Service Genter publishes the Unified
Agenda in April and October of each
year. You may use the RIN contained in
the heading at the beginning of this
document to find this action in the
Unified Agenda.

Privacy Act

Anyone is able to search the
electronic form of all comments
received into any of our dockets by the
name of the individual submitting the
comment (or signing the comment, if
submitted on behalf of an association,
business, labor union, etc.). You may
review DOT’s complete Privacy Act
Statement in the Federal Register
published on April 11, 2000 (Volume
65, Number 70; Pages 19477-78) or you
may visit http://www.regulations.gov.

List of Subjects in 49 CFR Part 571

Imports, Motor vehicle safety, Motor
vehicles, and Tires.

m In consideration of the foregoing,
NHTSA is amending 49 CFR part 571 as
set forth below.

PART 571—FEDERAL MOTOR
VEHICLE SAFETY STANDARDS

m 1. The authority citation for part 571
continues to read as follows:

Authority: 49 U.S.C. 322, 30111, 30115,
30117 and 30166; delegation of authority at
49 CFR 1.50.

m 2. Section 571.121 is amended by
revising S5.2.3.3(a) to read as follows:

§571.121;
systems.
* * * * *

S5.2.3.3 Antilock malfunction
indicator.

(a) In addition to the requirements of
S5.2.3.2, each trailer and trailer
converter dolly shall be equipped with
an external antilock malfunction
indicator lamp that meets the
requirements of S5.2.3.3 (b) through (d).

* * * * *

Standard No. 121; Air brake

Issued: August 19, 2009.
Ronald L. Medford,
Acting Deputy Administrator.
[FR Doc. E9-20387 Filed 8—24—09; 8:45 am]
BILLING CODE 4910-59-P
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 600
[Docket No. 071121736-91118-03]

RIN 0648—AR78

Magnuson-Stevens Act Provisions;
Experimental Permitting Process,
Exempted Fishing Permits, and
Scientific Research Activity

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

ACTION: Final rule.

SUMMARY: NMF'S issues new and revised
definitions for certain regulatory terms,
and procedural and technical changes to
the regulations addressing scientific
research activities, exempted fishing,
and exempted educational activities
under the Magnuson-Stevens Fishery
Conservation and Management Act
(MSA). This action is necessary to
provide better administration of these
activities and to revise the regulations
consistent with the Magnuson-Stevens
Fishery Conservation and Management
Reauthorization Act (MSRA). NMFS
intends to clarify the regulations, ensure
necessary information to complete
required analyses is requested and made
available, and provide for expedited
review of permit applications where
possible.

DATES: Effective September 24, 2009.

ADDRESSES: Written comments
regarding burden-hour estimates or
other aspects of the collection-of-
information requirements contained in
this final rule may be sent to Alan
Risenhoover, Director, Office of
Sustainable Fisheries, 1315 East-West
Highway, SSMC3, Silver Spring, MD
20910, and to the Office of Information
and Regulatory Affairs, Office of
Management and Budget, Washington,
D.C. 20503 (Attn: NOAA Desk Officer),
or email to

David _Rostker@omb.eop.gov, or fax to
(202) 395-7285.

Copies of the categorical exclusion
(CE) prepared for this action are
available from NMFS at the above
address or by calling the Office of
Sustainable Fisheries, NMFS, at 301—
713-2341.

FOR FURTHER INFORMATION CONTACT:
Jason Blackburn at 301-713-2341, or by
e-mail at jason.blackburn@noaa.gov.
SUPPLEMENTARY INFORMATION:

Background and Need for Action

On January 12, 2007, the MSRA was
enacted. Section 204 of the MSRA
added a new Cooperative Research and
Management Program section (section
318) to the MSA. Section 318(d) of the
revised MSA requires that the Secretary,
through NMFS, “promulgate regulations
that create an expedited, uniform, and
regionally-based process to promote
issuance, where practicable, of
experimental fishing permits.” Under
the 1996 exempted fishing regulations,
exempted and experimental fishing
were treated synonymously as the terms
had been used interchangeably in the
regions. (March 15, 1996, 61 FR 10712
and May 28, 1996, 61 FR 26435) This
rulemaking continues the practice of
using the terms interchangeably.

A proposed rule with revisions and
updates to the regulations addressing
scientific research activities, exempted
fishing, and exempted educational
activities was published in the Federal
Register on December 21, 2007 (72 FR
72657), with a comment period ending
on March 20, 2008. An extension of the
comment period was published on
March 18, 2008 (73 FR 14428) that
extended the comment period to April
4, 2008. The extension of the comment
period for an additional 15 days was
intended to ensure that NMFS provided
adequate time for fishery management
councils, stakeholders and members of
the public to comment on the proposed
revisions.

Comments and Responses

A total of 18 relevant comment letters
were received from regional fishery
management councils, environmental
organizations, industry representatives,
research institutions, and other
members of the public. These comments
are summarized below.

Compensation Fishing

Comment 1: Several commenters had
questions about how compensation
fishing can be authorized, including
when it requires an EFP.

Response: Compensation fishing is
authorized under section 402(e) of the
MSA. Historically, the primary purpose
of compensation fishing has been to
compensate scientific research vessel
owners or operators for participating in
NMFS sponsored resource surveys.
More recently, compensation fishing has
also been authorized to compensate
vessels participating in scientific
research projects conducted by non-
governmental institutions where
additional fish, outside of the scope of
the scientific research plan, are needed
to fund the research. The amount of fish

caught during scientific research
activities must be limited to only that
which is necessary to meet the needs of
the research, i.e., the amount identified
in the scientific research plan as the
necessary sample size to support a
robust analysis. Any additional fish
needed to compensate vessels for their
participation requires evaluation of the
effects of this additional mortality on
the affected stock(s), for example, to
ensure that overfishing does not occur,
consistent with National Standard (NS)
1, the NS1 Guidelines, and MSA section
303(a)(15). The following scenarios are
provided to assist in determining
whether or not compensation fishing
requires an EFP: (1) For research
projects where the additional mortality
associated with the compensation
fishing has already been evaluated in a
Fishery Management Plan (FMP) or
FMP action, which allocates a set
amount of fish to a research set-aside
(RSA) and includes analysis of the
impacts of the action (such as the
annual specifications process used for
the Mid-Atlantic Council’s fisheries), no
further analysis is required, and the
compensation fishing may not require
an EFP, depending on whether
exemptions from existing regulations
would be requested (e.g., possession
limits, seasonal closures, etc.); (2) for
research projects where compensation
fishing would be consistent with the
regulations for the fishery, the
compensation fishing would not require
an EFP; and (3) for research projects
where the additional mortality
associated with the compensation
fishing has not been evaluated, or where
the proposed compensation fishing
would require an exemption from a
fishery regulation, such as fishing
during a closed season or retaining
catch in excess of allowable limits, the
compensation fishing would require an
EFP.

Comment 2: One commenter asked for
clarification about whether a contract
for compensation fishing can be used in
lieu of an EFP outside of the RSA
program.

Response: A contract entered into by
NMEFS to conduct compensation fishing
does not exempt the participating
vessel(s) from any fishing regulations.
An EFP is always required for any
fishing activity that would, or has the
potential to, violate any fishing
regulation (e.g., fishing during a closure
or in excess of a possession limit),
unless the fishing activity has been
approved to be conducted in concert
with a scientific research activity that
was issued a scientific research permit
or a letter of acknowledgment.
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Comment 3: Two commenters
suggested that creating a new
compensation fishing permit would
help to streamline the process by
alleviating the lengthy EFP review
process.

Response: Any permit issued by
NMTFS is a Federal action, and as such
must comply with any and all
applicable laws, including the
Endangered Species Act (ESA), the
Marine Mammal Protection Act
(MMPA), and the National
Environmental Policy Act (NEPA).
Therefore, a separate permit for
compensation fishing would require the
same review process as an EFP, and
would not streamline the process.

Comment 4: Two commenters
suggested that NMFS should streamline
issuance of an EFP for compensation
fishing by issuing the EFP at the same
time as the Letter of Acknowledgment
(typically occurring when projects
utilize multiple vessels to conduct
scientific research and compensation
fishing), or by combining the EFPs for
the principle investigator (PI) and the
vessels.

Response: The time frame involved in
reviewing applications and issuing
Letters of Acknowledgment and EFPs is
very different, because issuing an EFP is
a Federal action requiring compliance
with other applicable laws, while
providing a Letter of Acknowledgment
does not trigger the same requirements.
Issuing both at the same time would
essentially delay the receipt of the Letter
of Acknowledgment, thus potentially
delaying the start of the scientific
research. The decision to combine, or
not combine, the EFPs for the PI and the
vessels should be handled on a case-by-
case basis by the Regional Administrator
or Director. In the Mid-Atlantic RSA
program, the vessels participating in a
given project are often listed on one
EFP, which is issued to the PI. Other
programs and regions may find that a
different approach works better under
their particular circumstances. Vessels
participating in a scientific research
activity or compensation fishing should
be identified in the Letter of
Acknowledgment and/or EFP. It is the
PI's responsibility to manage the project
and to ensure that all aspects of the
project are carried out in accordance
with the scientific research plan and the
EFP. No research or compensation
fishing should occur until the PI has
coordinated with the vessel and
provided the vessel with a copy of the
Letter of Acknowledgment and/or EFP.

Conservation Engineering

Comment 5: Many commenters raised
concerns about how the two terms,

“conservation engineering” and “‘gear
testing,” appear to limit the types of
cooperative research projects that would
be allowed, or not allowed, particularly
in light of the very restrictive “‘gear
testing” definition. This caused
particular concern for researchers who
conduct catch rate comparisons as part
of their research protocols. One
commenter agreed that the distinction
between ““conservation engineering”
and the “testing of gear”” needs to be
clarified.

Response: The definition of
“scientific research activity’ states that
such activity does not include “the
testing of fishing gear.” As a result,
people have obtained EFPs for many
projects that might otherwise be
considered scientific research. In the
proposed rule, NMFS intended the
narrow definition of “gear testing,”
coupled with the new definition of
“conservation engineering,” to allow
more projects to be considered scientific
research activities that would not
require an EFP because scientific
research activities are outside of the
scope of the MSA. Additionally, the
proposed rule referred to testing
modified gear as conservation
engineering instead of ““gear testing.”
Due to the breadth of concerns raised
about the definition of gear testing, and
because the term is often used
synonymously with conservation
engineering, NMFS removed the
definition of gear testing from the final
rule. Therefore, as clarification, NMFS
emphasizes that according to the MSA
definition of fishing, scientific research
activities are not fishing. Accordingly,
conservation engineering activities that
also meet the definition of scientific
research activity are not fishing.
Alternatively, conservation engineering
activities that do not meet the definition
of scientific research activity, but that
do meet the definition of fishing are
fishing, and must be conducted under
an EFP if the activity would otherwise
be prohibited by regulations under part
600.

Comment 6: Three commenters
suggested that the phrase “efficient
harvest of target species” in the
definition of “conservation engineering”
should be interpreted broadly to include
projects that focus on environmental
efficiency, such as testing methods to
reduce fuel consumption and
greenhouse gas emissions.

Response: This phrase comes directly
from MSA section 404(c)(2). As such its
intent is clearly fisheries conservation,
and not other forms of environmental
conservation, which are outside the
scope of the MSA and these regulations.
Fishermen will take steps to reduce fuel

consumption and increase efficiency in
the course of their normal business.

Comment 7: Two other commenters
focused on the phrase “efficient harvest
of target species” in the definition of
“conservation engineering.” One
suggested that the phrase should be
revised so that it does not encourage
increased catch efficiency, while the
other suggested that conservation
engineering work should focus on
minimizing bycatch while maintaining
or increasing target catches.

Response: “Conservation
engineering” is defined in the
regulations as relating to fisheries
conservation and the research being
conducted to minimize the unintended
impacts of fishing. The phrase “efficient
harvest of target species” needs to be
considered in the context of
’conservation engineering,” which
includes “‘the study of fish behavior and
the development and testing of new gear
technologies and fishing techniques that
reduce collateral effects, such as
minimizing bycatch and any adverse
effects on EFH.” This definition is
intended to promote research that
focuses on ways to harvest target species
in a manner that conserves and reduces
impacts on non-target species. The
definition is not intended to promote
research that focuses on catching more
of the target species.

Comment 8: Another commenter was
concerned that the phrase “minimizing
bycatch and any adverse affects on
EFH” in the definition of “conservation
engineering”’ might be misconstrued as
examples of “collateral effects.”

Response: To alleviate possible
misunderstandings, the reference to
“collateral effects” has been removed
from the definition, and the language of
MSA section 404(c)(2) has been used
verbatim.

Comment 9: One commenter raised
concern that some activities that have
typically required an EFP in the past
may be reclassified as scientific research
and would now receive a Letter of
Acknowledgment and not have to go
through the Council review process
associated with EFP proposals.

Response: The new definition of
“conservation engineering” and the
associated revision of the definition of
“scientific research activity” are
provided to assist the Regional
Administrator or Director in
determining whether an activity is, or is
not, scientific research. This
determination is a matter of
interpretation, and the changes to these
definitions are provided for clarity. If an
activity that would otherwise be
considered fishing is determined to be
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scientific research, then it is not
regulated by the MSA.

Comment 10: One commenter
inquired about whether or not
“conservation engineering” includes the
deployment of modified fishing gear
under conditions similar to commercial
fishing to assess the effectiveness of the
modifications and to make comparisons
to gear allowed under regulations.

Response: The expectation is that
some conservation engineering projects
will indeed need to conduct activities
such as those described above in order
to scientifically verify the effectiveness
of the modified gear. It is very important
that the amount of fish taken during
such activities be kept to the minimum
necessary to achieve a scientifically
robust analysis while conserving the
resource, and that any mortality is
accounted for consistent with NS1, the
NS1 Guidelines, and MSA section
303(a)(15), as well as other MSA
provisions and other applicable laws,
including the ESA. Any additional fish
used as compensation for conducting
the research must be caught either by
fishing consistent with existing
regulations or through compensation
fishing, which must be approved by
NMEFS. The definition of conservation
engineering has been revised to identify
the activity as the development and
assessment of fishing technologies and
fishing techniques designed to conserve
target and non-target species. The
language of MSA section 404(c)(2) is
then provided as an example of
conservation engineering.

Comment 11: Two commenters
inquired about what is meant by “new”
gear technologies in the definition of
“conservation engineering.”

Response: To clarify this point, NMFS
added additional language to the
definition to indicate that conservation
engineering may include the
development and assessment of new
gear technologies as well as the
assessment of existing technologies
applied in novel ways. An example
would be assessing the ability of a
bycatch reduction device (BRD),
designed and proven in one fishery, to
reduce bycatch in another fishery.

Comment 12: Two commenters
suggested that NMFS should ensure that
EFPs produce meaningful results and
provide information that will advance
fishery management, and that the
regulations should include a list of
requirements for EFPs similar to that
provided for conservation engineering
and scientific research activities.
Another commenter suggested that we
remove the requirement that these
activities address a testable hypothesis,
as this undercuts the validity of

resource surveys, which do not test a
hypothesis but instead make scientific
observations.

Response: An EFP is a permit issued
for an exemption from one or more
fishery regulations. There are many
reasons for requesting an EFP. Not all
EFPs are issued for research purposes or
to obtain information for fishery
management purposes. The proposed
rule included a discussion of
conservation engineering and the
distinctions between fishing activities
that require an EFP and scientific
research activities that do not, where a
Letter of Acknowledgment is
appropriate. Not all scientific research
involves testing a hypothesis. Resource
surveys by their nature record
observations instead of testing a
hypothesis. The MSA mandates in
section 318(d) that the process be
regionally-based. Councils can set
research priorities for the fisheries that
they manage. It is appropriate to leave
the decision regarding the merits of each
EFP proposal to the Regional
Administrator or Director, with input
from the relevant Council and the
public obtained during the public
comment process.

Comment 13: Three commenters
suggested that the discussion about
mortality associated with conservation
engineering was characterized with
unsupported statements and
generalizations, and that in some cases
the mortality has already been
accounted for under the relevant
FMP(s).

Response: The proposed rule
preamble described conservation
engineering and included a description
of NMFS concerns about the impacts of
conservation engineering activities and
the associated mortality. Conservation
engineering activities may catch
substantial amounts of fish. For
example, when conducting catch rate
comparisons between experimental and
control gear, projects often conduct
multiple sets of tows to compare
catches. The mortality associated with
conservation engineering work needs to
be properly accounted for and analyzed,
consistent with NS1, the NS1
Guidelines, and MSA section 303(a)(15).
If the activity is scientific research, then
the activity is not regulated under the
MSA, but the mortality should be
analyzed under the relevant FMP(s) as
scientific research mortality. If the
activity is fishing and the fish are
landed against the appropriate quota,
then the mortality has already been
analyzed as part of the FMP action that
set the quota (this includes RSA
programs). If the activity is fishing and
is being conducted under an EFP, then

the mortality should be analyzed as part
of the EFP application if it has not
already been analyzed elsewhere.

Scientific Research Activity

Comment 14: Several commenters
raised concerns with various aspects of
the definition of scientific research
activity. Some comments focused on the
distinction between scientific research
and fishing. It was suggested in several
comments that work done under an EFP
is not considered to be scientific, that
there is a perception that EFPs amount
to a lower standard of research, and that
EFPs are used as a “catch all” for
projects that do not meet the specifics
of the definition of scientific research.

Response: Scientific research is not
regulated by the MSA, and as such it is
exempt from fisheries regulations. A
definition of scientific research activity
is provided to clarify what activities
would qualify for such an exemption.
Fishing activities that do not meet the
definition of scientific research activity,
and are prohibited by fishery
regulations, require an EFP to exempt
the activity from the relevant
regulations. The determination that an
EFP is necessary does not denigrate the
scientific nature of an activity; it simply
indicates that some aspect of the activity
requires an exemption.

Comment 15: Two commenters
inquired about whether or not the fish
caught during a research activity can be
sold.

Response: Only fish that are caught
during a scientific research activity that
is within the scope of the scientific
research plan may be sold. Under the
MSA scientific research activity on
board a scientific research vessel is not
fishing. Therefore, the sale of fish
caught and retained during a scientific
research activity that is within the scope
of the research plan is not fishing or
commercial fishing as defined by the
MSA, and the sale of such fish does not
change the scientific activity to fishing.
Alternatively, the retention and sale of
fish exceeding the scope of the research
plan is fishing and requires the
appropriate permits.

Scientific Research Vessel

Comment 16: Eleven of the 18
commenters had a comment regarding
the utilization of commercial fishing
vessels as research platforms and many
suggested that commercial fishing
vessels should be specifically included
in the definition of “‘scientific research
vessel.” Many of the comments focused
on the ownership or chartering of
vessels and on the misconception that
commercial fishing vessels can not be
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utilized as scientific research vessels
under the current regulations.

Response: There were no revisions to
the definition of scientific research
vessel in the proposed rule. Under
current regulations, a commercial
fishing vessel can be utilized as a
scientific research vessel if: (1) The
activities on board the vessel meet the
definition of scientific research activity;
and (2) the vessel is “owned or
chartered by, and controlled by, a ...
U.S. Government agency ... U.S. state or
territorial agency, university ... or
scientific institution.” To date, the
evaluation of proposals and the types of
vessels being utilized as research
platforms has been handled on a case-
by-case basis by the Regional
Administrator or Director. In some
cases, state agencies and scientific
institutions conducting research on
board commercial fishing vessels have
been required to obtain an EFP, while in
other cases universities conducting
similar research have received a Letter
of Acknowledgment. These types of
situations have been misconstrued to
mean that commercial fishing vessels
can not be utilized as research platforms
without obtaining an EFP, when in fact
that is not the case. Often the more
important qualifier is the level of
accreditation and/or scientific standing
of the scientific institution. NMFS
recognizes the importance of having the
ability to conduct scientific research on
board commercial fishing vessels, both
for convenience as well as for necessity
of the research. Commercial fishing
vessels have been, and may continue to
be, utilized as scientific research
platforms. The decision to recognize
this activity under a Letter of
Acknowledgment versus requiring that
an EFP be obtained should remain
under the purview of the Regional
Administrator or Director, be
determined on a case-by-case basis, and
be based on the merits of the individual
proposal and the institution(s) involved,
i.e., whether the proposed activity meets
the definition of scientific research
activity, and whether the vessel meets
the definition of scientific research
vessel. Allowing the Regional
Administrator or Director to make this
determination meets the “‘regionally-
based” mandate in MSA section 318(d).
Language to this effect has been added
to the definition of scientific research
vessel that incorporates “commercial
fishing vessels” and states that Letter of
Acknowledgment versus EFP
determinations should be made by the
Regional Administrator or Director.

General Comments

Comment 17: Two commenters
suggested the introduction of a new
term and concept, a NMFS-approved
scientific research plan. Under this
concept, the scientific research plan
would be the document that would be
used to determine whether the proposed
activity: (1) should be considered a
scientific research activity and be
recognized with a Letter of
Acknowledgment; or (2) should not be
considered a scientific research activity
and therefore may require an EFP. Using
this concept, if NMFS approves the
scientific research plan as part of a grant
proposal review or other approval
process, then the proposal should be
deemed a scientific research project,
and no further review, approval, or
permit should be required.

Response: The determination made by
the Regional Administrator or Director,
as to whether a project is a scientific
research activity, is separate and
distinct from the decisions made to fund
a project. While funding approval
indicates that the project has merit, it
does not evaluate the project in the
context of the relevant fishery
regulations. To create a system to do
both would require a major reworking of
the existing programs and their
processes, and the involvement of all
the affected programs. This is beyond
the scope of this rulemaking.

Comment 18: Five commenters raised
concerns with the proposed exemption
of projects funded by quota set-asides
from the requirement to publish
separate notices in the Federal Register,
even though notice has already been
published in the Federal Register as
part of the annual specifications process
for a program, such as the Mid-Atlantic
RSA program. The primary concerns
were that this exemption would
effectively block a Council’s ability to
comment on these proposals, and that it
may hinder the ability of other
concerned parties to comment on the
proposed activities.

Response: NMFS agrees that it is
important to ensure that the Councils
and the public have the ability to
comment on all EFP proposals.
Therefore, the exemption has been
removed from the rule. In addition to
NMFS publishing a notice in the
Federal Register for EFP proposals,
Councils may take public comments on
EFP proposals at Council meetings,
providing additional opportunities for
public comment.

Comment 19: One commenter
supported the proposed change to the
regulations requiring that the Regional
Administrator or Director withhold a

Letter of Acknowledgment if they
determined that the proposed research
activity may require a permit or
consultation under ESA, MMPA, or
other applicable law, while another
commenter was against this approach,
indicating that it restricts the Regional
Administrator or Director’s ability to
issue a Letter of Acknowledgment and
that it would likely cause delays.

Response: To address these concerns,
an alternate approach has been selected
that allows the Regional Administrator
or Director to provide the applicant with
a Letter of Acknowledgment in these
cases, but requires that they include text
in the Letter of Acknowledgment
informing the applicant that they may
require a permit or consultation under
other laws.

Comment 20: One commenter
suggested that these regulations should
clarify which activities are commercial
fishing, and which are not, for purposes
of the MMPA.

Response: Throughout the final rule,
clarification has been provided as to
when the various activities are fishing
under the MSA. It is not appropriate for
these regulations to address fishing as it
relates to the MMPA.

Comment 21: Three commenters
raised concerns about the proposed
changes affecting the amount of
additional information and the level of
analysis required to be submitted with
an EFP application. In particular, the
level of NEPA analysis was felt to be
excessive, potentially requiring an
environmental assessment (EA) level of
analysis for projects that would likely
only require a CE. One commenter
supported the development of broad-
based analyses under NEPA and ESA
that can apply to multiple projects.

Response: The proposed changes were
intended to broaden the list of items
that need to be considered when
reviewing an application, to include
items, such as EFH, that have been
added to the MSA since the original
regulations were published in 1996. The
proposed changes were not intended to
require EA-level analysis for every
proposal prior to application. The
agency supports proactive, up-front
discussions to alleviate problems during
the application and review process. EFP
applicants are encouraged to contact the
applicable NMFS regional office to
discuss the proposed activity prior to
submitting an application. Having this
initial discussion benefits both parties.
The agency becomes aware of the
proposed activity and can provide the
applicant with information about the
relevant regulations and other
information pertinent to its application,
such as: if the proposed activity is likely
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to meet the definition of scientific
research activity and be eligible to
receive a Letter of Acknowledgment, or
if it requires an exemption from a
fishery regulation, thus requiring an
EFP; and any additional information
that is needed for a complete
application. This initial discussion also
gives the applicant the chance to find
out if any other laws may apply (e.g.,
ESA, MMPA, NEPA, etc.) and what
level of NEPA analysis might be
required. The agency also supports the
combination of groups of associated
projects, and their associated
applications, analyses, etc., such as the
projects funded through the Mid-
Atlantic RSA program and the Northeast
Cooperative Research Partners Program.
The agency has streamlined the process
for reviewing applications and
combining analyses for these grouped
projects. For example, the NEPA
analysis for the Mid-Atlantic RSA
projects is included as part of the EA for
the annual specifications process for the
respective FMP(s), thus alleviating the
need for each project to do its own
analysis. The agency is also open to
considering the development of broad-
based (umbrella) EFPs for groups of
associated projects. This approach is
currently being considered for the
Cooperative Research Study Fleet in the
Northeast region.

Comment 22: Two additional
comments also focused on
environmental analyses. One
recommended that environmental
analyses should be completed and made
available to the public before the public
comment period on an EFP application.
The other suggested that collective and
cumulative impacts of multiple
concurrent EFPs must be evaluated.

Response: The Federal Register notice
that is published for EFP applications
provides a brief description of the
proposed activities, and provides
contact information for the NMFS staff
involved in reviewing such proposals.
The public may contact NMFS staff to
request a copy of the environmental
analyses submitted for the proposed
project. Some regions also make their
NEPA analyses available through their
regional website. NMFS is concerned
with the cumulative impacts of multiple
concurrent EFP projects. There are
NEPA staff located in each NMFS
regional office and at NMFS
Headquarters. They monitor and track
NEPA-related activities under their
purview, and perform appropriate
analyses, such as cumulative impact
analyses, in accordance with national
and regional policies and procedures.

Comment 23: Several commenters
raised concerns that the proposed rule

did not meet Congress’ intent in MSA
section 318(d) to “promulgate
regulations that create an expedited,
uniform, and regionally-based process
to promote issuance, where practicable,
of experimental fishing permits.” Some
comments asserted that there was little
if any streamlining of the process. Other
comments focused on a need for
flexibility to address issues on a
regional basis, while recognizing that
the proposed rule did provide remedies
to some existing regional problems.
Most of the comments related to MSA
language raised concerns that the
proposed changes would actually make
the EFP process more complex and
burdensome.

Response: NMFS believes that the
proposed rule does meet Congressional
intent. Congress did not provide a
definition of “experimental fishing” in
the reauthorized MSA and NMFS
regulations at § 600.10 have long
interpreted “‘experimental fishing” and
“exempted fishing” as synonymous.
Therefore, the mandate in section 318(d)
was viewed as direction to amend the
existing regulations. The existing
regulations, in conjunction with the
revisions made herein, allow for
regional flexibility while also
maintaining national consistency. The
regulations allow the Regional
Administrator or Director to make
determinations on a case-by-case basis
when this is the best solution to address
region and fishery specific issues. This
meets the congressional mandate to
have a “uniform, and regionally-based
process.” Part of the concern raised
about the additional complexity
introduced in the proposed rule directly
relates to the proposed definition of
“gear testing.”” The removal of the
definition of gear testing, and the further
clarification of conservation
engineering, scientific research activity,
scientific research vessel, and exempted
fishing, provides additional clarification
to address these concerns. Some
conservation engineering projects will
now be considered scientific research
and will qualify for a Letter of
Acknowledgment, thus simplifying and
streamlining the review and issuance
process for these projects. The process
for obtaining EFPs is complex due to the
need to comply with other applicable
laws (e.g., ESA, MMPA, NEPA, etc.).
Where the process becomes the most
efficient is in the programs, like the
Mid-Atlantic RSA and Northeast
Cooperative Research Study Fleet,
where the analyses can be performed for
all the participating projects at the same
time. NMFS encourages the Councils to
work with the cooperative research

community and NMFS to increase the
use of these types of programs.

Comment 24: One commenter stated
that the Councils were not adequately
engaged in the preparation of the
proposed rule.

Response: NMFS engaged the
Councils as allowed under current
authorities. NMFS conducted several
conference calls with regional office and
Council staff to discuss the draft
proposed rule. NMFS also briefed the
Council Chairs and Executive Directors
on the proposed rule at the March 2008
Council Coordination Committee
meeting.

Comment 25: One commenter was
concerned that the time limit for EFPs
specified in the proposed rule in
§600.745(b)(5) is limiting and
unnecessary. The commenter indicated
that the duration of the permit can be
determined during the review of the
proposal and can be handled on a case-
by-case basis.

Response: The 1-year limit specified
in the proposed rule is in the existing
regulations, and was not revised in the
proposed rule. The only proposed
change to this section was the removal
of the phrase ‘“unless revoked,
suspended, or modified.” The relevant
paragraph now reads: ‘“‘Unless otherwise
specified in the EFP or a superseding
notice or regulation, an EFP is valid for
no longer than 1 year. EFPs may be
renewed following the application
procedures in this section.” Therefore,
the Regional Administrator or Director
continues to have the discretion to issue
an EFP for more than 1 year.

Comment 26: One commenter stated
that inclusion of terms and conditions
in EFPs should not be discretionary.

Response: Section 600.745(b)(3)(v)
allows the Regional Administrator or
Director the discretion to attach terms
and conditions to an EFP on a case-by-
case basis, and does not mandate
specific terms and conditions, thus
allowing for a regionally-based process.

Comment 27: One commenter raised a
concern that § 600.745(b)(3)(ii) could be
interpreted to mean that NMFS may not
have to consult with the Council(s). The
commenter felt strongly that all EFP
applications should be reviewed by the
Council(s), and wanted to ensure that
Council review will not be
circumvented by the new regulations.

Response: Section 600.745(b)(3)(i)
states, “The Regional Administrator or
Director also will forward copies of the
application to the appropriate
Council(s), the USCG, and the
appropriate fishery management
agencies of affected states ...” Thisis a
mandatory requirement to notify the
appropriate Council(s) and other
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agencies that an EFP application is
under review and provides an
opportunity for the Council(s) and
agencies to review and provide
comment on the application. Further,
§600.745(b)(3)(ii) states, “If the
application is complete and warrants
additional consultation, the Regional
Administrator or Director may consult
with the appropriate Council(s)
concerning the permit application
during the period in which comments
have been requested.” This sentence
was not revised in the proposed rule.
Retaining this wording allows the
Councils the flexibility to do their
review during a Council meeting, and
not necessarily during the comment
period.

Comment 28: Two commenters raised
issue with the language in
§600.745(b)(1) allowing the collection
of a fee for issuance of an EFP.

Response: This language is in the
existing regulations, and was not
revised in the proposed rule. The
language does not mandate that a fee
will be charged, it simply allows a fee
to be charged.

Comment 29: One commenter
recommended that the proposed
regulations at § 600.745(b)(1) be revised
to clarify that EFPs will not be issued to
authorize fishing activities that are
inconsistent with the requirements of
take reduction plans adopted under the
MMPA. Another commenter requested
that the regulations clarify when ESA
consultation will be required.

Response: NMFS emphasizes that this
rulemaking concerns regulations of
general applicability. In the course of
reviewing each EFP application, NMFS
conducts the appropriate level of ESA
and MMPA consultation, which require
a fact-specific inquiry. Concerns about
consistency with any relevant take
reduction plans would be evaluated at
that time.

Comment 30: One commenter raised a
concern with the potential increased
expense of particular terms and
conditions that may be applied to EFPs
under the authority of revised
§600.745(b)(3)(v). They point out that
requiring observers, vessel monitoring
systems, or other electronic devices as a
condition of an EFP may add significant
costs to a project, and that such costs
should be incorporated into the grant or
that compensation fishing should be
authorized to help cover the additional
expense.

Response: This regulation, which is
only slightly modified from the existing
requirements in § 600.745(b)(3)(v), was
written to provide the Regional
Administrator or Director with the
flexibility to place specific terms and

conditions within each EFP
authorization on a case-by-case basis.
NMEF'S realizes that these additional
terms and conditions may increase the
cost of conducting the project. When the
Regional Administrator or Director
requires additional terms and
conditions they have made an informed
decision that they are necessary.

Comment 31: One commenter raised
concerns about the modification of
projects issued EFPs. They
recommended that any modifications
should be clearly documented, and the
public should be notified of any such
changes.

Response: 1t is currently left up to the
discretion of the Regional Administrator
or Director as to whether any proposed
modifications will be authorized, and to
what extent a modification requires
review and consultation. Minor
modifications, such as the replacement
of one vessel by another similar vessel,
are handled as routine. In such
circumstances, the principal
investigator submits to NMFS
information about the new vessel and
any additional information required in
the applicable region, such as the
owner’s or operator’s signature agreeing
to the conditions of the permit. NMFS
then evaluates and documents the
replacement based on regional policies,
which include consideration of the
vessel’s history of prior fisheries
violations, if any, and, in some regions,
issuance of a new EFP listing the new
vessel. The new vessel must carry the
permit on board while conducting EFP
activities. Other minor modifications,
such as a slight change to the start and
end date of a project, are typically
handled by conducting an abbreviated
review and possibly a consultation
process (time and area changes may
require ESA, MMPA and/or Habitat
consultation), while significant
modifications, such as gear changes,
requests to enter an adjacent closed
area, or substituting a vessel that is not
equivalent to the vessel it replaces, are
typically handled as a new application,
with full review and consultation, as
needed.

Comment 32: One commenter raised
multiple concerns regarding the level of
involvement that NMFS should have
with applicants, the amount of
assistance provided in the completion of
EFP applications, and whether or not
resubmissions of previously denied
projects should be considered.

Response: NMFS will provide some
level of assistance to EFP applicants, as
resources and priorities allow. It is at
the agency’s discretion to decide how
much assistance is appropriate given the
nature of the situation. These situations

are best handled on a case-by-case basis.
All applications for EFPs should be
considered, even those that are being
resubmitted after being previously
denied.

Comment 33: Three commenters
raised questions regarding the new
regulations added in § 600.745(e)
concerning observers. The commenters
inquired to whom the regulations
applied, and what was meant by “other
programs.”’

Response: This section was added to
specifically address an agency need
regarding its ability to place observers
on fishing vessels to collect fish and/or
data. It applies specifically to the NMFS
observer programs, and to NMFS
observers, staff, and contractors
conducting activities in accordance with
approved NMFS observer program
sampling protocols. The reference to
“other programs” in the preamble of the
proposed rule means any other NMFS
program besides the NMFS observer
program (e.g., the NMFS study fleet
program in the Northeast). This section
of the regulations is not intended to
apply to any other observer programs,
such as those associated with any state
agency, university, research institution,
or industry group. Determining whether
another institution requires an EFP shall
be based upon the proposed activities
and the regulations pertaining to
scientific research and exempted
fishing.

Changes from Proposed Rule

In § 600.10, the definition of
“Compensation fishing” is revised to
clarify when an EFP is required.

In § 600.10, the definition of
“Conservation engineering” is revised to
further describe the types and nature of
the activities included, that the
assessment of novel uses of existing
devices is acceptable, and to clarify
when this activity is, and is not, fishing,
i.e., when an EFP or a Letter of
Acknowledgment is appropriate.

In §600.10, the definition of “Gear
testing” is removed.

In §600.10, the definition of
“Scientific research activity” is revised.
The phrase “collateral fishing effects”
has been changed to read “collateral
effects of fishing.” In addition, the
description of when gear testing may or
may not be considered scientific
research is removed. In the proposed
rule the phrase ‘“‘unless it meets the
definition of conservation engineering”
was added following the phrase “or the
testing of fishing gear.” Since
conservation engineering was also
added to the list of scientific research
activity topics, this phrase is redundant
and has been removed.
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In §600.10, the definition of
“Scientific research vessel” is revised to
clarify that a commercial fishing vessel
can be utilized as a scientific research
vessel.

In addition, the definitions for
compensation fishing, conservation
engineering, and scientific research
activity in § 600.10 have been
streamlined by moving text into the
operative regulatory sections. For
example, the regulatory language that
relates to foreign fishing has been
deleted from the definitions and placed
in § 600.512(a) for scientific research,
and the regulatory language that applies
to domestic fishing has been deleted
from the definitions and placed in
§600.745(a) for scientific research and
§600.745(b)(1) for exempted fishing.

In §§600.512(a) and 600.745(a), the
factors that the Regional Administrator
or Director should consider when
making the determination of whether an
activity constitutes scientific research or
fishing have been outlined.

In §§600.512(a) and 600.745(a), text is
added to instruct the Regional
Administrator or Director to include text
in the Letter of Acknowledgment
informing the applicant that the
proposed research activity may require
a permit or consultation under other
applicable laws. The proposed rule had
instructed the Regional Administrator or
Director not to issue the LOA until these
other permits had been obtained. The
new approach responds to the proposal
as it pertains to fishing under the MSA
while informing the applicant of
potential issues under other applicable
laws. In the same sections, the word
“cruise” is replaced with the word
“activity.”

In addition, in §§600.512(a) and
600.745(a), language has been added to
recommend that a copy of the Letter of
Acknowledgment accompany any fish,
or parts thereof, during any ex-vessel
activities, such as transporting the fish
or fish parts from the vessel to a
laboratory. In §§ 600.745(b)(7) and
600.745(d)(7), language has been added
to require that a copy of the EFP or
exempted educational activities
authorization accompany any fish, or
parts thereof, during such activities.

In § 600.745(b)(3)(i), the text that was
inserted to exempt research projects
funded by quota set-asides from the
requirement to publish a separate notice
in the Federal Register is removed. This
alleviates the concerns that were raised
about the council review and public
comment process for EFP proposals for
these types of projects.

In the new §600.745(b)(4), the
requirement to sign the permit is
retained, but the requirement to return

a copy of the signed permit is removed.
This requirement did not address a
current problem, nor did it meet the
intent of MSA section 318(d) to expedite
the process.

In §600.745(c)(1), “and the
appropriate Regional Administrator or
Director” is added so that the NMFS
Science Center (fisheries scientists) and
the NMFS Regional Office or Office of
Sustainable Fisheries (fisheries
managers) may receive a copy of a
report derived from the research
activity.

In §600.745(c)(2), the requirement to
submit a report is revised to set 6
months as the deadline for submission.

In §600.745(e), the phrase NMFS-
approved observer protocols is revised
to read “NMFS-approved sea sampling
and/or observer protocols.”

The Paperwork Reduction Act public
reporting burden-hour estimates have
been revised based on updated
estimates from the NMFS regional
offices.

Classification

The NMFS Assistant Administrator
has determined that this rule is
consistent with the provisions of
sections 318(d), 402(e), and 305(d) of
the MSA, other provisions of the MSA,
and other applicable law.

This final rule has been determined to
be not significant for purposes of
Executive Order 12866.

The Chief Counsel for Regulation of
the Department of Commerce certified
to the Chief Counsel for Advocacy of the
Small Business Administration that this
rule would not have a significant
economic impact on a substantial
number of small entities.

This rule provides clarifications of current
regulations and information requirements, as
well as other administrative requirements
regarding scientific research, exempted
fishing, and exempted educational activities.
The rule serves only to define terms, clarify
distinctions among scientific research
activity, exempted fishing, and exempted
educational activities, and standardize
procedures for applying for and issuing EFPs
and authorizations for exempted educational
activities as allowed under EFPs.

As aresult, a final regulatory
flexibility analysis is not required and
none has been prepared.

This rule contains a collection-of-
information requirement subject to
review and approval by OMB under the
Paperwork Reduction Act (PRA), which
has been approved by OMB under
Control Number 0648-0309. The public
reporting burden for this collection of
information is estimated: (1) To average
113 hours per response to send NMFS
a copy of a scientific research plan and
to average 3 hours per response to

provide a copy of the cruise report or
research publication; (2) to average 95
hours per response to complete an
application for an EFP and to average 3
hours per response or authorization for
an exempted educational activity; and
(3) to average 47 hours per response to
provide a report at the conclusion of
exempted fishing and to average 2 hours
per response to provide a report at the
conclusion of exempted educational
activities, including the time for
reviewing instructions, searching
existing data sources, gathering and
maintaining the data needed, and
completing and reviewing the collection
information. Send comments regarding
this burden estimate, or any other aspect
of this data collection, including
suggestions for reducing the burden, to
the Office of Sustainable Fisheries at the
ADDRESSES above, and email to

David Rostker@omb.eop.gov, or fax to
(202) 395-7285. Notwithstanding any
other provision of the law, no person is
required to respond to, and no person
shall be subject to penalty for failure to
comply with, a collection of information
subject to the requirements of the PRA,
unless that collection of information
displays a currently valid OMB control
number.

List of Subjects in 50 CFR Part 600
Fisheries, Fishing.
Dated: August 19, 2009.
Samuel D. Rauch III,
Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.
m For the reasons stated in the preamble,
NMFS amends 50 CFR part 600 as
follows:

PART 600—MAGNUSON-STEVENS
ACT PROVISIONS

m 1. The authority citation for part 600
continues to read as follows:

Authority: 16 U.S.C. 971 et seq. and 1801
et seq.
m 2.In §600.10, definitions for
“Exempted educational activity”,
“Exempted or experimental fishing”,
“Region”, “Regional Administrator”,
“Science and Research Director”,
“Scientific research activity”’, and
“Scientific research vessel” are revised,
and definitions for “Compensation
fishing” and ““Conservation
engineering”” are added, in alphabetical
order, to read as follows:

§600.10 Definitions.
* * * * *

Compensation fishing means fishing
conducted for the purpose of recovering
costs associated with resource surveys
and scientific studies that support the
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management of a fishery, or to provide
incentive for participation in such
studies. Compensation fishing may
include fishing during or subsequent to

such surveys or studies.
* * * * *

Conservation engineering means the
development and assessment of fishing
technologies and fishing techniques
designed to conserve target and non-
target species, and may include the
study of fish behavior and the
development and testing of new gear
technologies and fishing techniques to
minimize bycatch and any adverse
effects on essential fish habitat and
promote efficient harvest of target
species. Conservation engineering may
include the assessment of existing
fishing technologies applied in novel
ways. An example would be assessing
the ability of a bycatch reduction device
(BRD), designed and proven in one
fishery, to reduce bycatch in another
fishery. Conservation engineering
meeting the definition of scientific

research activity is not fishing.
* * * * *

Exempted educational activity means
an activity that would otherwise be
considered fishing, conducted by an
educational institution accredited by a
recognized national or international
accreditation body, of limited scope and
duration, that is otherwise prohibited by
this chapter VI, but that is authorized by
the appropriate Regional Administrator
or Director for educational purposes,
i.e., the instruction of an individual or
group, and authorized capture of only
the amount of fish necessary to
demonstrate the lesson.

Exempted or experimental fishing
means fishing from a vessel of the
United States that involves activities
otherwise prohibited by this chapter VI,
but that are authorized under an
exempted fishing permit (EFP). The
regulations in § 600.745 refer
exclusively to exempted fishing.
References elsewhere in this chapter to
experimental fishing mean exempted
fishing under this part.

* * * * *

Region means one of six NMFS
Regional Offices responsible for
administering the management and
development of marine resources in the
United States in their respective
geographical areas of responsibility.

Regional Administrator means the
Administrator of one of the six NMFS
Regions.

* * * * *

Science and Research Director means
the Director of one of the six NMFS
Fisheries Science Centers described in

Table 1 of § 600.502, or a designee, also
known as a Center Director.
* * * * *

Scientific research activity is, for the
purposes of this part, an activity in
furtherance of a scientific fishery
investigation or study that would meet
the definition of fishing under the
Magnuson-Stevens Act, but for the
exemption applicable to scientific
research activity conducted from a
scientific research vessel. Scientific
research activity includes, but is not
limited to, sampling, collecting,
observing, or surveying the fish or
fishery resources within the EEZ, at sea,
on board scientific research vessels, to
increase scientific knowledge of the
fishery resources or their environment,
and to test a hypothesis as part of a
planned, directed investigation or study
conducted according to methodologies
generally accepted as appropriate for
scientific research. At-sea scientific
fishery investigations address one or
more topics involving taxonomy,
biology, physiology, behavior, disease,
aging, growth, mortality, migration,
recruitment, distribution, abundance,
ecology, stock structure, bycatch or
other collateral effects of fishing,
conservation engineering, and catch
estimation of fish species considered to
be a component of the fishery resources
within the EEZ. Scientific research
activity does not include the collection
and retention of fish outside the scope
of the applicable research plan, or the
testing of fishing gear. Data collection
designed to capture and land quantities
of fish for product development, market
research, and/or public display are not
scientific research activities. For foreign
vessels, such data collection activities
are considered scientific research if they
are carried out in full cooperation with
the United States.

* * * * *

Scientific research vessel means a
vessel owned or chartered by, and
controlled by, a foreign government
agency, U.S. Government agency
(including NOAA or institutions
designated as federally funded research
and development centers), U.S. state or
territorial agency, university (or other
educational institution accredited by a
recognized national or international
accreditation body), international treaty
organization, or scientific institution. In
order for a domestic commercial fishing
vessel to meet this definition, it must be
under the control of a qualifying agency
or institution, and operate in accordance
with a scientific research plan, for the
duration of the scientific research
activity. In order for a vessel that is
owned or chartered and controlled by a

foreign government to meet this
definition, the vessel must have
scientific research as its exclusive
mission during the scientific activity in
question, and the vessel operations must
be conducted in accordance with a
scientific research plan.

* * * * *

m 3.In §600.512, paragraph (a) is
revised to read as follows:

§600.512 Scientific research.

(a) Scientific research activity.
Persons planning to conduct scientific
research activities on board a scientific
research vessel in the EEZ that may be
confused with fishing are encouraged to
submit to the appropriate Regional
Administrator or Director, 60 days or as
soon as practicable prior to its start, a
scientific research plan for each
scientific activity. The Regional
Administrator or Director will
acknowledge notification of scientific
research activity by issuing to the
operator or master of that vessel, or to
the sponsoring institution, a Letter of
Acknowledgment. This Letter of
Acknowledgment is separate and
distinct from any permit or consultation
required under the MMPA, the ESA, or
any other applicable law. The Regional
Administrator or Director will include
text in the Letter of Acknowledgment
informing the applicant that such
permits may be required and should be
obtained from the agency prior to
embarking on the activity. If the
Regional Administrator or Director, after
review of a research plan, determines
that it does not constitute scientific
research activity but rather fishing, the
Regional Administrator or Director will
inform the applicant as soon as
practicable and in writing. In making
this determination, the Regional
Administrator, Director, or designee
shall consider: the merits of the
individual proposal and the
institution(s) involved; whether the
proposed activity meets the definition of
scientific research activity; and whether
the vessel meets all the requirements for
a scientific research vessel. Foreign
vessels that qualify as scientific research
vessels and which are engaged in a
scientific research activity may only
engage in compensation fishing during
the scientific research cruise and in
accordance with the applicable
scientific research plan. The Regional
Administrator or Director may also
make recommendations to revise the
research plan to ensure the activity will
be considered to be a scientific research
activity. The Regional Administrator or
Director may designate a Science and
Research Director, or the Assistant
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Regional Administrator for Sustainable
Fisheries, to receive scientific research
plans and issue Letters of
Acknowledgment. In order to facilitate
identification of the activity as scientific
research, persons conducting scientific
research activities are advised to carry a
copy of the scientific research plan and
the Letter of Acknowledgment on board
the scientific research vessel and to
make it available for inspection upon
the request of any authorized officer. It
is recommended that for any scientific
research activity, any fish, or parts
thereof, retained pursuant to such
activity be accompanied, during any ex-
vessel activities, by a copy of the Letter
of Acknowledgment. Activities
conducted in accordance with a
scientific research plan acknowledged
by such a Letter of Acknowledgment are
presumed to be scientific research
activities. An authorized officer may
overcome this presumption by showing
that an activity does not fit the
definition of scientific research activity
or is outside the scope of the scientific

research plan.
* * * * *

m 4.In §600.745:

A. Redesignate paragraphs (b)(3)(v)(C)
through (H) as paragraphs (b)(3)(v)(D)
through (I), respectively.

B. Redesignate paragraphs (b)(4)
through (8) as paragraphs (b)(5) through
(9), respectively.

C. Redesignate paragraphs (d)(3)(ii)(B)
through (F) as paragraphs (d)(3)(ii)(C)
through (G), respectively.

D. Add paragraphs (b)(3)(v)(C), (b)(4),
(d)(3)(ii)(B), and (e).

E. Revise paragraphs (a), (b)(1),
(b)(2)(v), (b)(3)(i) introductory text,
(b)(3)(1)(C), (b)(3)(ii), (b)(3)(iii)
introductory text, (b)(3)(iii)(B),
(b)(3)(iii)(C), (b)(3)(v) introductory text,
(b)(3)(W)(F), (b)(3)(V)(G), (b)(5), (b)(7), (c),
(d)(1), (d)(2)(vii), (d)(3)(ii) introductory
text, (d)(3)(ii)(E), (d)(3)(iii), and (d)(7).

The revisions and additions read as
follows:

§600.745 Scientific research activity,
exempted fishing, and exempted
educational activity.

(a) Scientific research activity.
Nothing in this part is intended to
inhibit or prevent any scientific research
activity conducted by a scientific
research vessel. Persons planning to
conduct scientific research activities on
board a scientific research vessel in the
EEZ are encouraged to submit to the
appropriate Regional Administrator or
Director, 60 days or as soon as
practicable prior to its start, a scientific
research plan for each scientific activity.
The Regional Administrator or Director
will acknowledge notification of

scientific research activity by issuing to
the operator or master of that vessel, or
to the sponsoring institution, a Letter of
Acknowledgment. This Letter of
Acknowledgment is separate and
distinct from any permit or consultation
required by the MMPA, the ESA, or any
other applicable law. The Regional
Administrator or Director will include
text in the Letter of Acknowledgment
informing the applicant that such a
permit may be required and should be
obtained from the agency prior to
embarking on the activity. If the
Regional Administrator or Director, after
review of a research plan, determines
that it does not constitute scientific
research but rather fishing, the Regional
Administrator or Director will inform
the applicant as soon as practicable and
in writing. In making this
determination, the Regional
Administrator, Director, or designee
shall consider: the merits of the
individual proposal and the
institution(s) involved; whether the
proposed activity meets the definition of
scientific research activity; and whether
the vessel meets all the requirements for
a scientific research vessel. The
Regional Administrator or Director may
also make recommendations to revise
the research plan to ensure the activity
will be considered to be scientific
research activity or recommend the
applicant request an EFP. The Regional
Administrator or Director may designate
a Science and Research Director, or the
Assistant Regional Administrator for
Sustainable Fisheries, to receive
scientific research plans and issue
Letters of Acknowledgment. In order to
facilitate identification of the activity as
scientific research, persons conducting
scientific research activities are advised
to carry a copy of the scientific research
plan and the Letter of Acknowledgment
on board the scientific research vessel
and to make it available for inspection
upon the request of any authorized
officer. It is recommended that for any
scientific research activity, any fish, or
parts thereof, retained pursuant to such
activity be accompanied, during any ex-
vessel activities, by a copy of the Letter
of Acknowledgment. Activity conducted
in accordance with a scientific research
plan acknowledged by such a Letter of
Acknowledgment is presumed to be
scientific research activity. An
authorized officer may overcome this
presumption by showing that an activity
does not fit the definition of scientific
research activity or is outside the scope
of the scientific research plan.

(b) * % %

(1) General. A NMFS Regional
Administrator or Director may
authorize, for limited testing, public

display, data collection, exploratory
fishing, compensation fishing,
conservation engineering, health and
safety surveys, environmental cleanup,
and/or hazard re