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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.

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA—-2008-0339; Airspace
Docket No. 08—-ASW-5]

Amendment of Class D and Class E
Airspace; Altus AFB, OK

AGENCY: Federal Aviation

Administration (FAA), DOT.

ACTION: Direct final rule; request for
comments.

SUMMARY: This action amends Class D
and Class E airspace at Altus Air Force
Base (AFB), Altus OK. Additional
controlled airspace is necessary to
accommodate aircraft using Standard
Instrument Approach Procedures
(SIAPs). This action is necessary for the
safety and management of Instrument
Flight Rules (IFR) operations at Altus
AFB, OK.

DATES: Effective Dates: 0901 UTC
September 25, 2008. Comments must be
received by September 22, 2008. The
Director of the Federal Register
approves this incorporation by reference
action under Title 1, Code of Federal
Regulations, part 51, subject to the
annual revision of FAA Order 7400.9
and publication of conforming
amendments.

ADDRESSES: Send comments on this
direct final rule to the U.S. Department
of Transportation, Docket Operations,
1200 New Jersey Avenue, SE., West
Building Ground Floor, Room W12-140,
Washington, DC 20590-0001. You must
identify the docket number FAA—-2008—
0339/Airspace Docket No. 08—ASW-5,
at the beginning of your comments. You
may also submit comments through the
Internet at http://regulations.gov. You
may review the public docket
containing the direct final rule, any
comments received, and any final

disposition in person in the Dockets
Office between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The Docket Office, telephone
number 1-800-647-5527, is on the
ground floor of the building at the above
address.

FOR FURTHER INFORMATION CONTACT: Gary
Mallett, Central Service Center,
Operations Support Group, Federal
Aviation Administration, Southwest
Region, 2601 Meacham Blvd., Fort
Worth, Texas 76193-0530; telephone
number (817) 222—-4949.
SUPPLEMENTARY INFORMATION:

History
The Direct Final Rule Procedure

The FAA anticipates that this
regulation will not result in adverse or
negative comments, and, therefore,
issues it as a direct final rule. Unless a
written adverse or negative comment or
a written notice of intent to submit an
adverse or negative comment is received
within the comment period, the
regulation will become effective on the
date specified above. After the close of
the comment period, the FAA will
publish a document in the Federal
Register indicating that no adverse or
negative comments were received and
confirming the effective date of the rule.
If the FAA receives, within the
comment period, an adverse or negative
comment, or written comment notice of
intent to submit such a comment, a
document withdrawing the direct final
rule will be published in the Federal
Register, and a notice of proposed
rulemaking may be published with a
new comment period.

Comments Invited

Although this action is in the form of
a direct final rule, and was not preceded
by a notice of proposed rulemaking,
interested persons are invited to
comment on this rule by submitting
such written data, views, or arguments
as they may desire. Comments that
provide the factual basis supporting the
views and suggestions presented are
particularly helpful in developing
reasoned regulatory decisions on the
direct final rule. Comments are
specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the direct final rule.
Commenters wishing the FAA to
acknowledge receipt of their comments

on this rule must submit with those
comments a self-addressed, stamped
postcard on which the following
statement is made: ‘“‘Comments to
Docket No. FAA-2008-0339, Airspace
Docket No. 08—ASW-5.” The postcard
will be date/time stamped and returned
to the commenter. Communications
should identify both docket numbers
and be submitted in triplicate to the
address specified under the caption
ADDRESSES above or through the Web
site. All communications received on or
before the closing date for comments
will be considered, and this rule may be
amended or withdrawn in light of the
comments received.

The Rule

This action amends Title 14, Code of
Federal Regulations (14 CFR) part 71 by
providing additional Class D controlled
airspace extending upward from the
surface and Class E airspace extending
upward from 700 feet above the surface
at Altus AFB. Additional controlled
Class D and Class E airspace is
necessary for the safety of IFR
operations at Altus AFB. The area will
be depicted on appropriate aeronautical
charts. The Class D and E airspace areas
are published in paragraphs 5000 and
6005, respectively, of FAA Order
7400.9R, dated August 15, 2007 and
effective September 15, 2007, which is
incorporated by reference in 14 CFR
71.1. The Class D and E airspace
designations listed in this document
will be published subsequently in the
Order.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current, is non-controversial and
unlikely to result in adverse or negative
comments. It, therefore, (1) is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
Regulatory Evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified that this rule, when
promulgated, will not have a significant
economic impact on a substantial
number of small entities under the



45606

Federal Register/Vol. 73, No. 152/ Wednesday, August 6, 2008/Rules and Regulations

criteria of the Regulatory Flexibility Act.
The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49, of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in subtitle VII, Part A, subpart
I, section 40103. Under that section, the
FAA is charged with prescribing
regulations to assign the use of airspace
necessary to ensure the safety of aircraft
and the efficient use of airspace. This
regulation is within the scope of that
authority as it provides additional
controlled airspace at Altus AFB, OK.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (Air).

Adoption of the Amendment

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

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

m 1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(g); 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in

14 CFR part 71.1 of Federal Aviation
Administration Order 7400.9R, Airspace
Designation and Reporting Points,
signed August 15, 2007, and effective
September 15, 2007, is amended as
follows:

Paragraph 5000 Class D Airspace.

* * * * *

ASW OK D Altus, OK [Amended]

Altus AFB, OK

(Lat. 34°39°01” N., long. 99°16’00” W.)
Altus AFB ILS Localizer

(Lat. 34°38’31” N., long. 99°16"26” W.)

That airspace extending upward from the
surface to and including 3,900 feet MSL
within a 6-mile radius of Altus AFB and
within 2 miles each side of the Altus AFB
ILS 17R Localizer north course extending
from the 6-mile radius to 7.6 miles north of
the airport. This Class D airspace area is
effective during the specific dates and times
established in advance by a Notice to
Airmen. The effective date and time will
thereafter be continuously published in the
Airport/Facility Directory.

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

ASW OK E5 Altus, OK [Amended]

Altus AFB, OK

(Lat. 34°39°01” N., long. 99°16’00” W.)
Altus VORTAC

(Lat. 34°39°46” N., long. 99°16'16” W.)
Altus/Quartz Mountain Regional Airport, OK

(Lat. 34°41'56” N., long. 99°20°19” W.)
Tipton Municipal Airport, OK

(Lat. 34°27°31” N., long. 99°10°17” W.)
Frederick Municipal Airport, OK

(Lat. 34°21°07” N., long. 98°59'02” W.)
Altus AFB ILS Localizer

(Lat. 34°38’31” N., long. 99°16'26” W.)

That airspace extending upward from 700
feet above the surface within a 9.1-mile
radius of Altus AFB and within 1.6 miles
each side of the 1850 radial of the Altus
VORTAC extending from the 9.1-mile radius
to 11.9 miles south of the Alms AFB and
within 3 miles west and 2 miles east of the
Altus AFB ILS 1 7R Localizer north course
extending from the 9.1-mile radius to 15
miles north of the Altus AFB and within a
6.5-mile radius of the Altus/Quartz Mountain
Regional Airport, and within a 5.4-mile
radius of Tipton Municipal Airport, and
within a 7.2-mile radius of the Frederick
Municipal Airport, and within 2.5 miles each
side of the 180° bearing from the Frederick
Municipal Airport extending from the 7.2-
mile radius to 7.7 miles south of the
Frederick Municipal Airport and within a 12-
mile radius of the Altus AFB beginning at a
point 3 miles west of the Altus VORTAC 019°
radial, thence clockwise along the 12-mile
radius of the Altus AFB, ending at a point 3
miles west of the Altus VORTAC 185° radial.

* * * * *

Issued in Fort Worth, TX, on July 3, 2008.
Richard H. Farrell III,

Acting Manager, Operations Support Group,
ATO Central Service Center.

[FR Doc. E8-17558 Filed 8—5—-08; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2008-0024; Airspace
Docket No. 08—AGL-4]

Amendment of Class E Airspace; Black
River Falls, WI

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Direct final rule; request for
comments.

SUMMARY: This action amends Class E
airspace at Black River Falls, WI.
Additional controlled airspace is
necessary to accommodate aircraft using
new Area Navigation (RNAV) Global
Positioning System (GPS) Standard

Instrument Approach Procedures
(SIAPs) at Black River Falls Area
Airport. This action will enhance the
safety and management of Instrument
Flight Rules (IFR) aircraft operations at
Black River Falls Area Airport, Black
River Falls, WI.

DATES: Effective Dates: 0901 UTC
September 25, 2008. Comments for
inclusion in the rules Docket must be
received September 22, 2008. The
Director of the Federal Register
approves this incorporation by reference
action under Title 1, Code of Federal
Regulations, part 51, subject to the
annual revision of FAA Order 7400.9
and publication of conforming
amendments.

ADDRESSES: Send comments on this
direct final rule to the U.S. Department
of Transportation, Docket Operations,
1200 New Jersey Avenue, SE., West
Building Ground Floor, Room W12-140,
Washington, DC 20590-0001. You must
identify the docket number FAA-2008—
0024/Airspace Docket No. 08—AGL—4, at
the beginning of your comments. You
may also submit comments through the
Internet at http://regulations.gov. You
may review the public docket
containing the direct final rule, any
comments received, and any final
disposition in person in the Dockets
Office between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The Docket Office, telephone
number 1-800-647-5527, is on the
ground floor of the building at the above
address.

FOR FURTHER INFORMATION CONTACT: Gary
A. Mallett, Gentral Service Center,
Operations Support Group, Federal
Aviation Administration, Southwest
Region, Fort Worth, Texas 76193—0530;
at telephone number (817) 222-4949.
SUPPLEMENTARY INFORMATION:

The Direct Final Rule Procedure

The FAA anticipates that this
regulation will not result in adverse or
negative comments, and, therefore,
issues it as a direct final rule. Unless a
written adverse or negative comment or
a written notice of intent to submit an
adverse or negative comment is received
within the comment period, the
regulation will become effective on the
date specified above. After the close of
the comment period, the FAA will
publish a document in the Federal
Register indicating that no adverse or
negative comments were received and
confirming the effective date of the rule.
If the FAA receives, within the
comment period, an adverse or negative
comment, or written comment notice of
intent to submit such a comment, a
document withdrawing the direct final
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rule will be published in the Federal
Register, and a notice of proposed
rulemaking may be published with a
new comment period.

Comments Invited

Although this action is in the form of
a direct final rule, and was not preceded
by a notice of proposed rulemaking,
interested persons are invited to
comment on this rule by submitting
such written data, views, or arguments
as they may desire. Comments that
provide the factual basis supporting the
views and suggestions presented are
particularly helpful in developing
reasoned regulatory decisions on the
direct final rule. Comments are
specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the direct final rule.
Commenters wishing the FAA to
acknowledge receipt of their comments
on this rule must submit with those
comments a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket No. FAA-2008-0024, Airspace
Docket No. 08—AGL—4.” The postcard
will be date/time stamped and returned
to the commenter. Communications
should identify both docket numbers
and be submitted in triplicate to the
address specified under the caption
ADDRESSES above or through the Web
site. All communications received on or
before the closing date for comments
will be considered, and this rule may be
amended or withdrawn in light of the
comments received.

The Rule

This amendment to Title 14, Code of
Federal Regulations (14 CFR) part 71
modifies Class E airspace at Black River
Falls, WI, by providing additional
airspace required to support the new
RNAYV (GPS) Runway 08 approach
developed for IFR landings at Black
River Falls Area Airport. Controlled
airspace extending upward from 700
feet above the surface is required to
encompass all SIAPs and for the safety
of IFR operations at Black River Falls
Area Airport, Black River Falls, WL
Designations for Class E airspace areas
extending upward from 700 feet above
the surface of the earth are published in
the FAA Order 7400.9R, signed August
15, 2007 and effective September 15,
2007, which is incorporated by
reference in 14 CFR part 71.1. Class E
designations listed in this document
will be published subsequently in the
Order.

Agency Findings

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

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current, is non-controversial and
unlikely to result in adverse or negative
comments. It, therefore, (1) is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
Regulatory Evaluation as the anticipated
impact is so minimal since this is a
routine matter that will only affect air
traffic procedures and air navigation. It
is certified that this rule, when
promulgated, will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49, of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority.

This rulemaking is promulgated
under the authority described in subtitle
VII, Part A, subpart I, section 40103.
Under that section, the FAA is charged
with prescribing regulations to assign
the use of airspace necessary to ensure
the safety of aircraft and the efficient
use of airspace. This regulation is
within the scope of that authority as it
provides additional controlled airspace
at Black River Falls Area Airport, WL

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (Air).

Adoption of the Amendment
m In consideration of the foregoing, the

Federal Aviation Administration
amends 14 CFR part 71 as follows:

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

m 1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(g); 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p 389.

§71.1 [Amended]

m 2. The incorporation by reference in

14 CFR 71.1 of Federal Aviation
Administration Order 7400.9R, Airspace
Designation and Reporting Points,
signed August 15, 2007, and effective
September 15, 2007, is amended as
follows:

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

* * * * *

AGL WIE5 Black River Falls, WI
[Amended]
Black River Falls Area Airport
(Lat. 44°15’03” N., long. 90°51'19” W.)
That airspace extending upward from 700
feet above the surface within a 6.4-mile
radius of the Black River Falls Area Airport
and within 3.85 miles each side of the 260°
bearing from the Black River Falls Area
Airport extending from the 6.4-mile radius to
8.8 miles southwest of the airport.
* * * * *

Issued in Fort Worth, TX, on July 3, 2008.
Richard H. Farrell, III,

Acting Manager, Operations Support Group,
ATO Central Service Center.

[FR Doc. E8-17559 Filed 8-5-08; 8:45 am]|
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2008-0003; Airspace
Docket No. 08—ASW-1]

Establishment of Class E Airspace;
Lexington, OK

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Direct final rule; request for
comments.

SUMMARY: This action establishes Class
E airspace at Lexington, OK. New Area
Navigation (RNAV) Global Positioning
System (GPS) Standard Instrument
Approach Procedures (SIAPs) at
Muldrow Army Heliport make this
action necessary. This action will
enhance the safety and management of
Instrument Flight Rules (JFR) aircraft
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operations at Muldrow Army Heliport,
Lexington, OK.

DATES: Effective Dates: 0901 UTC
September 25, 2008. Comments for
inclusion in the rules Docket must be
received September 22, 2008. The
Director of the Federal Register
approves this incorporation by reference
action under Title 1, Code of Federal
Regulations, part 51, subject to the
annual revision of FAA Order 7400.9
and publication of conforming
amendments.

ADDRESSES: Send comments on this
direct final rule to the U.S. Department
of Transportation, Docket Operations,
1200 New Jersey Avenue, SE., West
Building Ground Floor, Room W12-140,
Washington, DC 20590-0001. You must
identify the docket number FAA—2008—
0003/Airspace Docket No. 08—ASW-1,
at the beginning of your comments. You
may also submit comments through the
Internet at http://regulations.gov. You
may review the public docket
containing the direct final rule, any
comments received, and any final
disposition in person in the Dockets
Office between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The Docket Office, telephone
number 1-800-647-5527, is on the
ground floor of the building at the above
address.

FOR FURTHER INFORMATION CONTACT: Gary
Mallett, NISC Contractor, Operations
Support Group, ATO Central Service
Center, Federal Aviation
Administration, Southwest Region, Fort
Worth, Texas 76193—0530; at telephone
number (817) 222—4949.
SUPPLEMENTARY INFORMATION:

The Direct Final Rule Procedure

The FAA anticipates that this
regulation will not result in adverse or
negative comments, and, therefore,
issues it as a direct final rule. Unless a
written adverse or negative comment or
a written notice of intent to submit an
adverse or negative comment is received
within the comment period, the
regulation will become effective on the
date specified above. After the close of
the comment period, the FAA will
publish a document in the Federal
Register indicating that no adverse or
negative comments were received and
confirming the effective date of the rule.
If the FAA receives, within the
comment period, an adverse or negative
comment, or written comment notice of
intent to submit such a comment, a
document withdrawing the direct final
rule will be published in the Federal
Register, and a notice of proposed
rulemaking may be published with a
new comment period.

Comments Invited

Although this action is in the form of
a direct final rule, and was not preceded
by a notice of proposed rulemaking,
interested persons are invited to
comment on this rule by submitting
such written data, views, or arguments
as they may desire. Comments that
provide the factual basis supporting the
views and suggestions presented are
particularly helpful in developing
reasoned regulatory decisions on the
direct final rule. Comments are
specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the direct final rule.
Commenters wishing the FAA to
acknowledge receipt of their comments
on this rule must submit with those
comments a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket No. FAA-2008-0003, Airspace
Docket No. 08—ASW-1.” The postcard
will be date/time stamped and returned
to the commenter. Communications
should identify both docket numbers
and be submitted in triplicate to the
address specified under the caption
ADDRESSES above or through the Web
site. All communications received on or
before the closing date for comments
will be considered, and this rule may be
amended or withdrawn in light of the
comments received.

The Rule

This amendment to Title 14, Code of
Federal Regulations (14 CFR) Part 71
establishes Class E airspace at
Lexington, OK, providing the airspace
required to support the new 175° Copter
RNAV (GPS) approach developed for
IFR landings at Muldrow Army
Heliport. Controlled airspace extending
upward from the surface is required to
encompass all SIAPs and for the safety
of IFR operations at Muldrow Army
Heliport. Designations for Class E
airspace areas extending upward from
the surface of the earth are published in
the FAA Order 7400.9R, signed August
15, 2007 and effective September 15,
2007, which is incorporated by
reference in 14 CFR 71.1. Class E
designations listed in this document
will be published subsequently in the
Order.

Agency Findings

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and

responsibilities among various levels of
government. Therefore, it is determined

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

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current, is non-controversial and
unlikely to result in adverse or negative
comments. It, therefore, (1) is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
Regulatory Evaluation as the anticipated
impact is so minimal since this is a
routine matter that will only affect air
traffic procedures and air navigation. It
is certified that this rule, when
promulgated, will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49, of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority.

This rulemaking is promulgated
under the authority described in subtitle
VII, Part A, subpart I, section 40103.
Under that section, the FAA is charged
with prescribing regulations to assign
the use of airspace necessary to ensure
the safety of aircraft and the efficient
use of airspace. This regulation is
within the scope of that authority as it
establishes Class E airspace at Muldrow
Army Heliport, Lexington, OK.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (Air).

Adoption of the Amendment

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

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

m 1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(g); 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of Federal Aviation
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Administration Order 7400.9R, Airspace
Designation and Reporting Points,
signed August 15, 2007, and effective
September 15, 2007, is amended as
follows:

Paragraph 6002 Class E2 airspace areas
extending upward from the surface of the
earth.

* * * * *

ASW OK E2 Lexington, OK [New]

Muldrow Army Heliport, OK

(Lat. 35°01’35” N., long. 97°13'54” W.)
Muldrow NDB

(Lat. 35°01’44” N., long. 97°13'50” W.)

That airspace extending upward from the
surface to and including 3,600 feet above
mean sea level (MSL) within a 3.7-mile
radius of the Muldrow Army Heliport and
within 3 miles each side of the 355° bearing
from the Muldrow NDB extending from the
3.7-mile radius of the heliport to 6.8 miles
north of the heliport.

* * * * *

Issued in Fort Worth, TX, on July 3, 2008.
Richard H. Farrell, III,

Acting Manager, Operations Support Group,
ATO Central Service Center.

[FR Doc. E8-17560 Filed 8-5-08; 8:45 am]|
BILLING CODE 4910-13-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Part 388

[Docket No. RM06—23-000]

Critical Energy Information
Infrastructure

AGENCY: Federal Energy Regulatory
Commission, DOE.

ACTION: Correcting amendment.

SUMMARY: This document contains
corrections to the final regulations
(Docket No. RM06-23-000) which were
published in the Federal Register of
Wednesday, November 14, 2007. The
final rule document amended
regulations for gaining access to critical
energy infrastructure information (CEII).
DATES: Effective Date: August 6, 2008.

FOR FURTHER INFORMATION CONTACT:
Jeffrey H. Kaplan, Office of the General
Counsel, 888 First Street, NE.,
Washington, DC 20426, 202—-502—-8305.

SUPPLEMENTARY INFORMATION:
Background

The final regulations that are the
subject of these corrections amended 18
CFR 388.109 and affect the
Commission’s fees for records requests.

Need for Correction

As published, the final regulations
contained errors which involved the
removal of subparagraphs from 18 CFR
388.109(b). These subparagraphs
contain critical information addressing
fees for records requests.

List of Subjects in 18 CFR Part 388

Confidential business information,
Freedom of information.

m Accordingly, 18 CFR part 388 is
corrected by making the following
correcting amendment:

PART 388—INFORMATION AND
REQUESTS

m 1. The authority citation for part 388
continues to read as follows:

Authority: 5 U.S.C. 301-305, 551, 552 (as
amended), 553-557, 41 U.S.C. 7101-7352.

m 2. Section 388.109(b) is amended by
adding paragraphs (b)(1), (b)(2), (b)(3),
(b)(4) and (b)(5) to read as follows:

§388.109 Fees for record requests.

* * * * *

(b) * * *

(1) Definitions: For the purpose of
paragraph (b) of this section.

(i) Commercial use request means a
request from or on behalf of one who
seeks information for a use or purpose
that furthers commercial trade, or profit
interests as these phrases are commonly
known or have been interpreted by the
courts in the context of the Freedom of
Information Act.

(ii) Educational institution refers to a
preschool, a public or private
elementary or secondary school, an
institution of graduate higher education,
an institution of undergraduate higher
education, an institution of professional
education, and an institution of
vocational education, which operates a
program of scholarly research.

(iii) Noncommercial scientific
institution refers to an installation that
is not operated on a commercial basis
and which is operated solely for the
purpose of conducting scientific
research the results of which are not
intended to promote any particular
product or industry.

(iv) Representatives of the news media
refers to any person actively gathering
news for an entity that is organized and
operated to publish or broadcast news to
the public. The term news means
information that is about current events
that would be of current interest to the
public. Examples of news media entities
include television or radio stations
broadcasting to the public at large, and
publishers of periodicals (but only in
those instances when the periodicals

can qualify as disseminations of
“news’’) who make their products
available for purchase or subscription
by the general public. These examples
are not intended to be all-inclusive.
Moreover, as traditional methods of
news delivery evolve (e.g. electronic
dissemination of newspapers through
telecommunication services), such
alternative media may be included in
this category. A freelance journalist may
be regarded as working for a news
organization if the journalist can
demonstrate a solid basis for expecting
publication through that organization,
even though the journalist is not
actually employed by the news
organization. A publication contract
would be the clearest proof, but the
Commission may also look to the past
publication record of a requester in
making this determination.

(2) Fees. (i) If documents are
requested for commercial use, the
Commission will charge the employee’s
hourly pay rate plus 16% for benefits for
document search time and for document
review time, and 15 cents per page for
duplication. Commercial use requests
are not entitled to two hours of free
search time or 100 free pages of
reproduction of documents.

(ii) If documents are not sought for
commercial use and the request is made
by an educational or non-commercial
scientific institution, whose purpose is
scholarly or scientific research, or a
representative of the news media, the
Commission will charge 15 cents per
page for duplication. There is no charge
for the first 100 pages.

(iii) For a request not described in
paragraphs (b)(2)(i) or (ii) of this section,
the Commission will charge the
employees hourly pay rate plus 16
percent for benefits for document search
and 15 cents per page for duplication.
There is no charge for the first 100 pages
of reproduction and the first two hours
of search time will be furnished without
charge.

(iv) The Director, Office of External
Affairs, will normally provide
documents by regular mail, with postage
prepaid by the Commission. However,
the requester may authorize special
delivery, such as express mail, at the
requester’s own expense.

(v) The Commission, or its designee,
may establish minimum fees below
which no charges will be collected, if it
determines that the costs of routine
collection and processing of the fees are
likely to equal or exceed the amount of
the fees. If total fees assessed by
Commission staff for a Freedom of
Information Act request are less than the
appropriate threshold, the Commission
may not charge the requesters.



45610

Federal Register/Vol. 73, No. 152/ Wednesday, August 6, 2008/Rules and Regulations

(vi) Payment of fees must be by check
or money order made payable to the
U.S. Treasury.

(vii) Requesters may not file multiple
requests at the same time, each seeking
portions of a document or documents,
solely in order to avoid payment of fees.
When the Commission reasonably
believes that a requester, or a group of
requesters acting in concert, is
attempting to break a request down into
a series of requests for the purpose of
evading assessment of fees, or otherwise
reasonably believes that two or more
requests constitute a single request, the
Commission may aggregate any such
requests accordingly. The Commission
will not aggregate multiple requests on
unrelated subjects from a requester.
Aggregated requests may qualify for an
extension of time under § 388.110(b).

(3) Fees for unsuccessful search. The
Commission may assess charges for time
spent searching, even if it fails to locate
the records, or if records located are
determined to be exempt from
disclosure. If the Commission estimates
that search charges are likely to exceed
$25, it will notify the requester of the
estimated amount of search fees, unless
the requester has indicated in advance
willingness to to pay fees as high as
those anticipated. The requester can
meet with Commission personnel with
the object of reformulating the request to
meet his or her needs at a lower cost.

(4) Interest—notice and rate. The
Commission will assess interest charges
on an unpaid bill starting on the 31st
day following the day on which the
billing was sent. Interest will be at the
rate prescribed in 31 U.S.C. 3717 and
will accrue from the date of the billing.

(5) Advance payments. The
Commission will require a requester to
make an advance payment, i.e.,
payments before work is commenced or
continued on a request, if:

(i) The Commission estimates or
determines that allowable charges that a
requester may be required to pay are
likely to exceed $250. The Commission
will notify the requester of the estimated
cost and either require satisfactory
assurance of full payment where the
requester has a history of prompt
payment of fees, or require advance
payment of charges if a requester has no
history of payment; or

(ii) A requester has previously failed
to pay a fee charged in a timely fashion.
The Commission will require the
requester to pay the full amount owed
plus any applicable interest, and to
make an advance payment of the full
amount of the estimated fee before the
Commission will begin to process a new
request or a pending request from that
requester. When the Commission

requires advance payment or an
agreement to pay under this paragraph,
or under § 388.108(a)(5), the
administrative time limits prescribed in
this part will begin only after the
Commission has received the required
payments, or agreements.

* * * * *

Kimberly D. Bose,

Secretary.

[FR Doc. E8-18040 Filed 8—5—-08; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 520
[Docket No. 2008—-N—-0039]

Oral Dosage Form New Animal Drugs;
Oxfendazole Suspension

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a supplemental new animal
drug application (NADA) filed by Fort
Dodge Animal Health, Division of
Wyeth. The supplemental NADA
provides for revised scientific
nomenclature for an internal parasite for
which oxfendazole suspension is used
orally in cattle.

DATES: This rule is effective August 6,
2008.

FOR FURTHER INFORMATION CONTACT:
Donald A. Prater, Center for Veterinary
Medicine (HFV-130), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 240—-276—8343, e-
mail: donald.prater@fda.hhs.gov.

SUPPLEMENTARY INFORMATION: Fort
Dodge Animal Health, Division of
Wyeth, 800 Fifth St. NW., Fort Dodge,
IA 50501, filed a supplement to NADA
140-854 for SYNANTHIC (oxfendazole)
Bovine Dewormer Suspension,
approved for oral use in cattle for the
removal of various internal parasites.
The supplemental NADA provides for
revised scientific nomenclature for a
parasite. The supplemental application
is approved as of July 7, 2008, and the
regulations are amended in 21 CFR
520.1630 to reflect the approval.
Approval of this supplemental NADA
did not require review of additional
safety or effectiveness data or
information. Therefore, a freedom of
information summary is not required.

The agency has determined under 21
CFR 25.33(a)(1) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

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

List of Subjects in 21 CFR Part 520

Animal drugs.
m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 520 is amended as follows:

PART 520—ORAL DOSAGE FORM
NEW ANIMAL DRUGS

m 1. The authority citation for 21 CFR
part 520 continues to read as follows:

Authority: 21 U.S.C. 360b.
m 2.In §520.1630, in paragraph
(e)(2)(ii), remove “C. mecmasteri” and in
its place add ““C. surnabada”; and revise
paragraph (e)(2)(iii) to read as follows:

§520.1630 Oxfendazole suspension.

* * * *

*
(e) *
(2) *
(iii) Limitations. Cattle must not be
slaughtered until 7 days after treatment.
Because a withdrawal time in milk has
not been established, do not use in
female dairy cattle of breeding age.
Dated: July 24, 2008.
Bernadette Dunham,
Director, Center for Veterinary Medicine.
[FR Doc. E8-18092 Filed 8—5—08; 8:45 am]
BILLING CODE 4160-01-S

* ok
* *

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 520
[Docket No. FDA-2008—-N-0039]

Oral Dosage Form New Animal Drugs;
Amprolium

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; technical
amendment.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
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animal drug regulations to reflect
approval of a supplemental new animal
drug application (NADA) filed by
Phibro Animal Health. The
supplemental NADA provides for label
revisions associated with a previous
change of sponsorship and other minor
changes for amprolium concentrate
solution to make medicated drinking
water for chickens and turkeys for the
treatment of coccidiosis. The product
approval is being codified for the first
time.

DATES: This rule is effective August 6,
2008.

FOR FURTHER INFORMATION CONTACT:
Donald A. Prater, Center for Veterinary
Medicine (HFV-130), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 240-276—8343,
e-mail: donald.prater@fda.hhs.gov.
SUPPLEMENTARY INFORMATION: Phibro
Animal Health, 65 Challenger Rd., 3d
floor, Ridgefield Park, NJ 07660, filed a
supplement to NADA 13-663 that
provides for the use of COCCIPROL
(amprolium) 9.6% Oral Solution to
make medicated drinking water for
chickens and turkeys for the treatment
of coccidiosis. The supplemental NADA
provides for label revisions associated
with a previous change of sponsorship
and other minor changes. The
supplemental NADA is approved as of
July 8, 2008, and the regulations are
amended in 21 CFR 520.100 to reflect
the approval. The product approval is
being codified for the first time. Also, §
520.100 is revised to reflect current
pathogen spelling.

Approval of this supplemental NADA
did not require review of additional
safety or effectiveness data or
information. Therefore, a freedom of
information summary is not required.

The agency has determined under 21
CFR 25.33(a)(1) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

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

List of Subject in 21 CFR Part 520

Animal drugs.
m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 520 is amended as follows:

PART 520—ORAL DOSAGE FORM
NEW ANIMAL DRUGS

m 1. The authority citation for 21 CFR
part 520 continues to read as follows:
Authority: 21 U.S.C. 360b.
m 2. In §520.100, revise paragraph (b),
remove paragraph (d), redesignate
paragraph (e) as paragraph (d), and
revise new paragraphs (d)(2)(i)(A) and
(d)(2)(1)(B) to read as follows:

§520.100 Amprolium.

(b) Sponsors. See sponsors in
510.600(c) of this chapter.

(1) No. 016592 for use of products
described in paragraph (a) of this
section as in paragraph (d) of this
section.

(2) Nos. 051311 and 066104 for use of
product described in paragraph (a)(1) of
this section as in paragraph (d)(1) of this
section.

(3) No. 059130 for use of product
described in paragraph (a)(1) of this
section as in paragraph (d)(2) of this
section.

(A) As an aid in the
prevention of coccidiosis caused by
Eimeria bovis and E. zurnii, administer
5 mg per kilogram (mg/kg) body weight
for 21 days during periods of exposure
or when experience indicates that
coccidiosis is likely to be a hazard.

(B) As an aid in the treatment of
coccidiosis caused by E. bovis and E.
zurnii, administer 10 mg/kg body weight
for 5 days.

* * * * *

Dated: July 28, 2008.
Bernadette Dunham,
Director, Center for Veterinary Medicine.
[FR Doc. E8-18093 Filed 8—-5-08; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 522
[Docket No. FDA-2008-N-0039]
Implantation or Injectable Dosage

Form New Animal Drugs; Ceftiofur
Hydrochloride

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the

animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Pharmacia
and Upjohn Co., a Division of Pfizer,
Inc. The NADA provides for the
veterinary prescription use of a ceftiofur
hydrochloride injectable suspension for
treatment of various bacterial infections
in swine and cattle.

DATES: This rule is effective August 6,
2008.

FOR FURTHER INFORMATION CONTACT:
Donald A. Prater, Center for Veterinary
Medicine (HFV-130), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 240-276—8343,
e-mail: donald.prater@fda.hhs.gov.
SUPPLEMENTARY INFORMATION: Pharmacia
& Upjohn Co., a Division of Pfizer, Inc.,
235 East 42d St., New York, NY 10017,
filed NADA 141-288 that provides for
veterinary prescription use of EXCENEL
RTU EZ (ceftiofur hydrochloride) Sterile
Suspension, used for treatment of
various bacterial infections in swine and
cattle. The NADA is approved as of July
1, 2008, and the regulations are
amended in 21 CFR 522.313b to reflect
the approval. A swine pathogen is also
being revised to reflect current scientific
nomenclature.

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

Under section 512(c)(2)(F)(ii) of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360b(c)(2)(F)(ii)), this
approval qualifies for 3 years of
marketing exclusivity beginning on the
date of approval.

The agency has determined under
§ 25.33(a)(1) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

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

List of Subject in 21 CFR Part 522

Animal drugs.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
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authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 522 is amended as follows:

PART 522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS

m 1. The authority citation for 21 CFR
part 522 continues to read as follows:

Authority: 21 U.S.C. 360b.

m 2.In §522.313b, revise paragraphs (a),
(e)(1)(ii), and (e)(2)(i) to read as follows:

§522.313b Ceftiofur hydrochloride.

(a) Specifications. Each milliliter of
ceftiofur hydrochloride suspension
contains 50 milligrams (mg) ceftiofur
equivalents in either a peanut oil or
caprylic/capric triglyceride suspension.
* * * * *

(e) Conditions of use—
(1) * *x %

(ii) Indications for use. For treatment
and control of swine bacterial
respiratory disease (swine bacterial
pneumonia) associated with
Actinobacillus pleuropneumoniae,
Pasteurella multocida, Salmonella
Choleraesuis, and Streptococcus suis.

* * * * *

(2)* * *

(i) Amount. For bovine respiratory
disease and acute bovine interdigital
necrobacillosis, administer 1.1 to 2.2
mg/kg of body weight at 24-hour
intervals for 3 to 5 consecutive days. For
bovine respiratory disease only, 2.2 mg/
kg of body weight may be administered
twice at a 48-hour interval. For acute
metritis only, administer 2.2 mg/kg of
body weight at 24-hour intervals for 5
consecutive days. Product in peanut oil
suspension may be administered by
either intramuscular or subcutaneous
injection. Product in caprylic/capric
triglyceride suspension may be
administered by subcutaneous injection
only.

* * * * *
Dated: July 28, 2008.
Bernadette Dunham,
Director, Center for Veterinary Medicine.

[FR Doc. E8—18094 Filed 8-5-08; 8:45 am]|
BILLING CODE 4160-01-S

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 1

[TD 9415]

RIN 1545-BB84

REMIC Residual Interests—Accounting

for REMIC Net Income (Including Any
Excess Inclusions) (Foreign Holders)

AGENCY: Internal Revenue Service (IRS),
Treasury.
ACTION: Correcting amendment.

SUMMARY: This document contains a
correction to final regulations (TD
9415), that were published in the
Federal Register on Monday, July 14,
2008 (73 FR 40171). The final
regulations relates to income that is
associated with a residual interest in a
Real Estate Mortgage Investment
Conduit (REMIC) and that is allocated
through certain entities to foreign
persons who have invested in those
entities.

DATES: This correction is effective on
August 6, 2008.

FOR FURTHER INFORMATION CONTACT:
Arturo Estrada, (202) 622—3900 (not a
toll-free number).

SUPPLEMENTARY INFORMATION:

Background

The final regulations (TD 9415) that is
the subject of this correction is under
section 1441 of the Internal Revenue
Code.

Need for Correction

As published, TD 9415 contains an
error that may prove to be misleading
and is in need of clarification.

List of Subjects in 26 CFR Part 1

Income taxes, Reporting and
recordkeeping requirements.

Correction of Publication

m Accordingly, 26 CFR part 1 is
corrected by making the following
correcting amendment:

PART 301—PROCEDURE AND
ADMINISTRATION

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

Authority: 26 U.S.C. 7805 * * *

m Par. 2. Section 1.1441-2 is amended
by revising paragraph (f) to read as
follows:

§1.1441-2 Amounts subject to
withholding.

* * * * *

(f) Effective/applicability date. This
section applies to payments made after
December 31, 2000. Paragraphs (b)(5)
and (d)(4) of this section apply to
payments made after August 1, 2006.

Cynthia E. Grigsby,

Senior Federal Register Liaison Officer,
Publications and Regulations Branch, Legal
Processing Division, Associate Chief Counsel,
(Procedure and Administration).

[FR Doc. E8—17954 Filed 8-5-08; 8:45 am]|
BILLING CODE 4830-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100

[Docket No. USCG—2008-0763]

RIN 1625-AA00

Special Local Regulation; Chris Craft

Silver Cup Regatta, St. Clair River,
Algonac, Mi

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

SUMMARY: The Coast Guard is
establishing a temporary special local
regulation for an area on the St. Clair
River, Algonac, Michigan. This
temporary special local regulation is
intended to restrict vessels from a
portion of the St. Clair River during the
Chris Craft Silver Cup Regatta. This
temporary special local regulation is
necessary to protect spectators and
vessels from the hazards associated with
boat race operations.

DATES: This rule is effective from 9 a.m.
on August 8, 2008 until 8 p.m. on
August 10, 2008.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG—2008—
0763 and are available online at
http://www.regulations.gov.

They are also available for inspection
or copying at two locations: The Docket
Management Facility (M—30), U.S.
Department of Transportation, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays, and at U.S.
Coast Guard Sector Detroit, 110 Mt.
Elliot Ave., Detroit, MI 48207 between
8 a.m. and 4 p.m., Monday through
Friday, except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call CDR Joseph Snowden,
Prevention, U.S. Coast Guard Sector
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Detroit, 110 Mount Elliot Ave., Detroit,
MI 48207; 313-568-9580. If you have
questions on viewing the docket, call
Renee V. Wright, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because it
would be impracticable and contrary to
the public interest since immediate
action is needed to ensure the safety of
spectators and vessels during this event.
The necessary information to determine
whether the marine event poses a threat
to persons and vessels was not provided
with sufficient time to publish an
NPRM. Boat racing in close proximity to
watercraft poses significant risk to
public safety and property. The likely
combination of large numbers of
recreation vessels, congested waterways,
and high speeds could easily result in
serious injuries or fatalities, which
makes a special local regulation
necessary to safeguard spectators and
vessels. For the safety concerns noted, it
is in the public interest to have these
regulations in effect during the event.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Delaying this rule would be
contrary to the public interest of
ensuring the safety of spectators and
vessels during this event, and
immediate action is necessary to
prevent possible loss of life and

property.
Background and Purpose

This temporary special local
regulation is necessary to ensure the
safety of waterways users and event
participants from hazards associated
with waterways racing. Based on
accidents that have occurred in other
Captain of the Port zones, and the
hazards of high-speed racing, the
Captain of the Port Detroit has
determined boat racing in close
proximity to watercraft poses significant

risk to public safety and property. The
likely combination of large numbers of
recreation vessels, congested waterways,
and high speeds could easily result in
serious injuries or fatalities. This special
local regulation temporarily establishes
a regulated area to control vessel
movement around the location of the
raceway and will help ensure the safety
of persons and property at these events
and help minimize the associated risks.

Discussion of Rule

A temporary regulated area is
necessary to ensure the safety of
spectators and vessels during the setup
and execution of a boat race in
conjunction with the Chris Craft Silver
Cup Regatta. The boat races will occur
from 9 a.m. until 5 p.m. on August 8,
2008, from 9 a.m. until 8 p.m. on August
9, 2008, and from 9 a.m. until 8 p.m. on
August 10, 2008.

The regulated area will encompass all
waters of the St. Clair River, North
Channel, Algonac, Michigan, bounded
on the south by a line starting north of
Grande Point Cut on Russel Island at
position 42°36.3" N; 082°32.5" W
extending across the channel to Algonac
to a point at position 42°36.5" N;
082°32.6" W, following north along the
Algonac shoreline to a point at position
42°37.4’N; 082°31.4" W, extending
southeast to buoy Y “17” at position
42°37.3"N; 082°31.1" W, extending
southwest to a point on the northern
end of Russel Island at position 42°37.0
N; 082°31.4” W, continuing southwest
along the Russel Island shoreline to the
point of origin. All geographic
coordinates are North American Datum
of 1983 (NAD 83).

All persons and vessels shall comply
with the instructions of the Coast Guard
Captain of the Port or the designated on-
scene representative. Entry into,
transiting, or anchoring within the
regulated area is prohibited unless
authorized by the Captain of the Port
Detroit or his designated on-scene
representative. The Captain of the Port
or his designated on-scene
representative may be contacted via
VHF Channel 16.

Regulatory Analyses

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

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not

require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

This determination is based on the
minimal time that vessels will be
restricted from the area and the Coast
Guard expects insignificant adverse
impact to mariners from the special
local regulation’s activation.

Small Entities

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

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

This rule will affect the following
entities, some of which may be small
entities: The owners and operators of
vessels intending to transit or anchor in
a portion of the St. Clair River near
Algonac, MI between 9 a.m. on August
8, 2008 and 8 p.m. on August 10, 2008.

This regulated area will not have a
significant economic impact on a
substantial number of small entities
because this rule will only be in effect
for three days. Additionally, in the
event that this temporary regulated area
affects shipping, commercial vessels
may request permission from the
Captain of the Port Detroit to transit
through the area. The Coast Guard will
give notice to the public via a Broadcast
Notice to Mariners that the regulation is
in effect.

Assistance for Small Entities

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

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you



45614

Federal Register/Vol. 73, No. 152/ Wednesday, August 6, 2008/Rules and Regulations

wish to comment on actions by
employees of the Coast Guard, call
1-888—-REG-FAIR (1-888-734—3247).
The Coast Guard will not retaliate
against small entities that question or
complain about this rule or any policy
or action of the Coast Guard.

Collection of Information

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

Federalism

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

Unfunded Mandates Reform Act

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

Taking of Private Property

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

Civil Justice Reform

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

Protection of Children

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

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order

13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

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

Technical Standards

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

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

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 5100.1 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded that there are no factors
in this case that would limit the use of
a categorical exclusion under section
2.B.2 of the Instruction. Therefore, this
rule is categorically excluded, under
figure 2—1, paragraph (34)(h), of the
Instruction, from further environmental

documentation. This event establishes a
regulated area for a marine event,
therefore paragraph (34)(h) of the
Instruction applies.

A final environmental analysis
checklist and a final categorical
exclusion determination are available in
the docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 100

Marine safety, Navigation (water),
Reporting and recordkeeping
requirements, Waterways.

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 100 as follows:

PART 100—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 100
continues to read as follows:

Authority: 33 U.S.C. 1233.

m 2. A new temporary § 100.T09-0763 is
added to read as follows:

§100.T09-0763 Special Local Regulation;
Chris Craft Silver Cup Regata, St. Clair
River, Algonac, M.

(a) Location. The following area is a
temporary regulated area: All waters of
the St. Clair River, North Channel,
Algonac, Michigan, bounded on the
south by a line starting north of Grande
Point Cut on Russel Island at position
42°36.3"N; 082°32.5" W extending
across the channel to Algonac to a point
at position 42°36.5" N; 082°32.6" W,
following north along the Algonac
shoreline to a point at position 42°37.4
N; 082°31.4" W, extending southeast to
buoy Y “17” at position 42°37.3'N;
082°31.1" W, extending southwest to a
point on the northern end of Russel
Island at position 42°37.0" N; 082°31.4
W, continuing southwest along the
Russel Island shoreline to the point of
origin. All geographic coordinates are
North American Datum of 1983 (NAD
83).

(b) Enforcement Time and Date. This
regulation will be enforced on August 8,
2008, from 9 a.m. until 5 p.m., on
August 9, 2008 from 9 a.m. until 8 p.m.,
and on August 10, 2008 from 9 a.m. to
8 p.m.

(c) Regulations. (1) In accordance with
the general regulations in section
100.901 of this part, entry into,
transiting, or anchoring within this
regulated area is prohibited unless
authorized by the Captain of the Port
Detroit, or his designated on-scene
representative.

(2) This regulated area is closed to all
vessel traffic, except as may be
permitted by the Captain of the Port
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Detroit or his designated on-scene
representative.

(3) Definition. The on-scene
representative of the Captain of the Port
is any Coast Guard commissioned,
warrant, or petty officer who has been
designated by the Captain of the Port to
act on his behalf. The on-scene
representative of the Captain of the Port
will be aboard either a Coast Guard or
Coast Guard Auxiliary vessel. The
Captain of the Port or his designated on-
scene representative may be contacted
via VHF Channel 16.

(4) Vessel operators desiring to enter
or operate within the regulated area
shall contact the Captain of the Port
Detroit or his on-scene representative to
obtain permission to do so. Vessel
operators given permission to enter or
operate in the regulated area must
comply with all directions given to
them by the Captain of the Port or his
on-scene representative.

Dated: July 23, 2008.
F.M. Midgette,

Captain, U.S. Coast Guard, Captain of the
Port Detroit.

[FR Doc. E8-18080 Filed 8—5-08; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117
[USCG-2008-0727]
Drawbridge Operation Regulations;

Hackensack River, Jersey City, NJ,
Maintenance

AGENCY: Coast Guard, DHS.

ACTION: Notice of temporary deviation
from regulations.

SUMMARY: The Commander, First Coast
Guard District, has issued a temporary
deviation from the regulation governing
the operation of the NJTRO Lower Hack
Bridge across the Hackensack River,
mile 3.4, at Jersey City, New Jersey.
Under this temporary deviation, the
NJTRO Lower Hack Bridge may remain
in the closed position for 42 days to
facilitate bridge lift cable maintenance.
Vessels that can pass under the draw
without a bridge opening may do so at
all times. This deviation is necessary to
facilitate necessary bridge maintenance.
DATES: This deviation is effective from
August 9, 2008 through September 19,
2008.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG—2008—

0727 and are available online at
http://www.regulations.gov. They are
also available for inspection or copying
at two locations: The Docket
Management Facility (M—30), U.S.
Department of Transportation, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays, and the First
Coast Guard District, Bridge Branch
Office, 408 Atlantic Avenue, Boston,
Massachusetts 02110, between 7 a.m.
and 3 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: Gary
Kassof, Project Officer, First Coast
Guard District, at (212) 668—7165.

SUPPLEMENTARY INFORMATION: The
NJTRO Lower Hack Bridge, across the
Hackensack River, mile 3.4, at Jersey
City, New Jersey, has a vertical
clearance in the closed position of 40
feet at mean high water and 45 feet at
mean low water. The existing
drawbridge operation regulations are
listed at 33 CFR 117.723(b).

The waterway has seasonal
recreational vessels, and commercial
vessels of various sizes.

The owner of the bridge, New Jersey
Transit Rail Operation (NJTRO),
requested a temporary deviation to
facilitate the replacement of cable
sheaves and also the bridge lift cables.

Under this temporary deviation the
NJTRO Lower Hack Bridge may remain
in the closed position August 9, 2008
through September 19, 2008. Vessels
that can pass under the bridge without
a bridge opening may do so at all times.

In accordance with 33 CFR 117.35(e),
the bridge must return to its regular
operating schedule immediately at the
end of the designated time period. This
deviation from the operating regulations
is authorized under 33 CFR 117.35.

Dated: July 25, 2008.
Gary Kassof,

Bridge Program Manager, First Coast Guard
District.

[FR Doc. E8-18081 Filed 8—5-08; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket No. USCG-2008-0433]

RIN 1625-AA00

Safety Zone, 2008 Personal Watercraft

Challenge, Atlantic Ocean, Fort
Lauderdale, FL

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

SUMMARY: The Coast Guard is
establishing a temporary safety zone on
the Atlantic Ocean offshore from Fort
Lauderdale, Florida for the 2008
Personal Watercraft Challenge. This
temporary safety zone is intended to
restrict vessels from entering waters
within the zone unless specifically
authorized by the Captain of the Port
Miami, Florida, or a designated
representative. This rule is necessary to
provide for the safety of life on the
navigable waters of the United States
and protect participants, spectators, and
mariner traffic from potential hazards
associated with the event.

DATES: This rule is effective from 8 a.m.
until 11 a.m. on August 16, 2008.
ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG-2008—
0433 and are available online at
http://www.regulations.gov. They are
also available for inspection or copying
at two locations: the Docket
Management Facility (M—30), U.S.
Department of Transportation, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays, and at Sector
Miami, 100 MacArthur Causeway,
Miami Beach, FL 33139 between 8 a.m.
and 3 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call Senior Chief Ray Johnson,
Coast Guard Sector Miami, Florida at
(305) 535—4307. If you have questions
on viewing the docket, call Renee V.
Wright, Program Manager, Docket
Operations, telephone 202-366—9826.
SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
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(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because notice
of this event was not provided to the
Coast Guard with sufficient time to
publish an NPRM and receive public
comment before the event date.
Furthermore, good cause exists because
this temporary safety zone will not
significantly restrict the use of the
waterway as all vessels will be able to
safely transit around the zone. A Coast
Guard Patrol Commander will be
available and the Coast Guard will also
issue a Broadcast Notice to Mariners.
This temporary rule is necessary to
ensure the safety of participants,
spectators, and the general public on the
navigable waters of the United States.
For the same reasons above, under 5
U.S.C. 553(d)(3), the Coast Guard finds
that good cause exists for making this
rule effective less than 30 days after
publication in the Federal Register.

Background and Purpose

Extreme Events is sponsoring the
2008 Personal Watercraft Challenge
with approximately 300 personal
watercrafts each 9 feet in length. The
event will be held between the hours of
8 a.m. and 11 a.m. on August 16, 2008.
The public is invited to attend. The high
concentration of event participants,
spectators, and the general boating
public presents an extra hazard to the
safety of life on the navigable waters of
the United States. A regulated area
encompassing the waters of the Atlantic
Ocean is necessary to protect
participants as well as spectators from
hazards associated with the event.

Discussion of Rule

This rule establishes a temporary
safety zone for the 2008 Personal
Watercraft Challenge in the Atlantic
Ocean. Extreme Events will sponsor the
2008 Personal Watercraft Challenge on
Saturday, August 16, 2008 between the
hours of 8 a.m. and 11 a.m. in the
Atlantic Ocean offshore in an area from
Fort Lauderdale, Florida north to
Hillsboro Inlet, Florida. The Coast
Guard is establishing a temporary safety
zone in and on the waters of the
Atlantic Ocean. This safety zone
includes all waters from the surface to
the bottom, encompassed by an
imaginary line connecting the following
points: 26°15°09” N, 080°04'57.78” W;

thence to 26°15’08.70” N, 080°04'47.82”
W; thence to 26°06°20.88” N,
080°06’01.50” W; thence to 26°06°20.76”
N, 080°06"11.40” W; thence returning to
origin. All vessels and persons are
prohibited from anchoring, mooring, or
transiting within this zone unless
authorized by the Captain of the Port
Miami, Florida or a designated
representative. The safety zone will be
in place from 8 a.m. to 11 a.m. on
August 16, 2008.

Regulatory Analyses

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

Regulatory Planning and Review

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

We expect the economic impact of
this rule to be so minimal that a full
Regulatory Evaluation under the
regulatory policies and procedures of
DHS is unnecessary. This regulation
will only be in effect for a short period
of time and the impact on routine
navigation is expected to be minimal,
since vessels should be able to safely
navigate around the zone.

Small Entities

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

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.
This rule will affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to transit this zone
between 8 a.m. and 11 a.m. on August
16, 2008. This safety zone will not have
a significant economic impact on a
substantial number of small entities for
the following reasons: This rule will
only be in effect for a short period of

time and the impact on routine
navigation is expected to be minimal,
since vessels should be able to safely
navigate around the zone.

Assistance for Small Entities

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

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

Collection of Information

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

Federalism

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

Unfunded Mandates Reform Act

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

Taking of Private Property

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

Civil Justice Reform

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

Protection of Children

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

Indian Tribal Governments

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

Energy Effects

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

Technical Standards

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

systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

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

Environment

We have analyzed this rule under
Commandant Instruction M16475.1D
and Department of Homeland Security
Management Directive 5100.1, which
guide the Coast Guard in complying
with the National Environmental Policy
Act of 1969 (NEPA) (42 U.S.C. 4321—
4370f), and have concluded, under the
Instruction, that there are no factors in
this case that would limit the use of a
categorical exclusion under section
2.B.2 of the Instruction. Therefore, this
rule is categorically excluded, under
figure 2—1, paragraph (34)(g), of the
Instruction, from further environmental
documentation.

Under figure 2—1, paragraph (34)(g), of
the Instruction, an environmental
analysis checklist and a categorical
exclusion determination are not
required for this rule because it
concerns an emergency situation of less
than 1 week in duration.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures, and
Waterways.

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701; 50 U.S.C. 191, 195; 33 CFR
1.05-1(g), 6.04-1, 6.04—6 and 160.5; Pub. L.
107-295, 116 Stat. 2064; Department of
Homeland Security Delegation No. 0170.1.

m 2. A new temporary § 165.T07-0433 is
added to read as follows:

§165-T07-0433 Safety Zone, 2008
Personal Watercraft Challenge, Atlantic
Ocean, Fort Lauderdale, Florida.

(a) Regulated areas. Temporary safety
zone for the 2008 Personal Watercraft
Challenge in the Atlantic Ocean offshore
in an area from Fort Lauderdale, Florida
north to Hillsboro Inlet, Florida. The
Coast Guard is establishing a temporary
safety zone in and on the waters of the
Atlantic Ocean. This safety zone
includes all waters from the surface to
the bottom, encompassed by an
imaginary line connecting the following
points: 26°15°09” N, 080°04'57.78” W,

thence to 26°15’08.70” N, 080°04'47.82”
W, thence to 26°06”20.88” N,
080°06’01.50” W, thence to 26°06°20.76"
N, 080°06"11.40” W, thence returning to
origin.

(b) Definitions. The following
definitions apply to this section:

Designated representative means
Coast Guard Patrol Commanders,
including Coast Guard coxswains, petty
officers and other officers operating
Coast Guard vessels, and Federal, State,
and local officers designated by or
assisting the Captain of the Port (COTP),
Miami, Florida in the enforcement of
regulated navigation areas, safety zones,
and security zones.

(c) Regulations. (1) In accordance with
the general regulations in § 165.23 of
this part, no person or vessel may
anchor, moor or transit a safety zone
without permission of the Captain of the
Port Miami, Florida or a designated
representative. To request permission to
enter into a safety zone, the Captain of
the Port’s designated representative may
be contacted on VHF channel 16.

(2) At the completion of scheduled
event, and departure of participants
from the regulated area, the Coast Guard
Patrol Commander may permit traffic to
resume normal operations.

(d) Effective Period. This temporary
safety zone will be effective between the
hours of 8 a.m. and 11 a.m., Saturday,
August 16, 2008.

Dated: July 15, 2008.
J.O. Fitton,

Captain, U.S. Coast Guard, Captain of the
Port Miami, FL.

[FR Doc. E8—18079 Filed 8-5-08; 8:45 am]|
BILLING CODE 4910-15-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket No. USCG—-2008-0349]
RIN 1625-AA00

Safety Zone; Fireworks, Beverly, MA

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

SUMMARY: The Coast Guard is creating a
temporary safety zone for a fireworks
event being held in Beverly,
Massachusetts. This safety zone will last
for the limited duration of the fireworks.
The zone is necessary to protect
spectators, participants, and vessels
from the hazards associated with
fireworks displays.
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DATES: This rule is effective from 9 p.m.
through 11 p.m. on August 10, 2008.

ADDRESSES: Comments and material
received from the public, as well as
documents mentioned in this preamble
as being available in the docket, are part
of docket USCG—-2008-0349 and are
available online at http://
www.regulations.gov. This material is
also available for inspection or copying
at two locations: the Docket
Management Facility (M—30), U.S.
Department of Transportation, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays, and the U.S.
Coast Guard Sector Boston, 427
Commercial St., Boston, MA 02109
between 7 a.m. and 3 p.m., Monday
through Friday, except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call
Chief Petty Officer Eldridge McFadden
at 617—-223-5160. If you have questions
on viewing the docket, call Renee V.
Wright, Program Manager, Docket
Operations, telephone 202—-366—9826.
SUPPLEMENTARY INFORMATION:

Regulatory Information

On June 4, 2008, we published a
notice of proposed rulemaking (NPRM)
entitled Safety Zones; Fireworks,
Central and Northern Massachusetts in
the Federal Register (73 FR 31785). We
received no letters commenting on the
proposed rule. No public meeting was
requested, and none was held. Under 5
U.S.C. 553(d)(3), the Coast Guard finds
that good cause exists for making this
rule effective less than 30 days after
publication in the Federal Register.
This rule must be in effect on August
10, 2008, in order to protect the public
from the dangers associated with
fireworks displays. Any delay in the
regulation’s effective date could expose
the public to unnecessary danger and
therefore be contrary to the public’s
interest.

Background and Purpose

A Notice of Proposed Rulemaking was
published on June 4, 2008 (73 FR
31785), proposing the establishment of
six safety zones around various
fireworks displays on or near navigable
waterways in Massachusetts this
summer. At this time, five of those
events have already occurred. This
temporary rule establishes a safety zone
surrounding the remaining fireworks
event as described in the NPRM. The
zone will protect the maritime public
from the dangers inherent in waterborne
fireworks displays. The Captain of the

Port does not anticipate any negative
impact on vessel traffic due to
implementation of these temporary
safety zones. Public notifications will be
made prior to the effective period of the
zone via Broadcast and Local Notice to
Mariners.

Discussion of Comments and Changes

No comments were made. However,
the following changes were made to the
original regulatory text proposed by the
Notice of Proposed Rulemaking
published on June 4, 2008 (73 FR
31785): Items (a)(2) through (a)(6) were
removed as the events have occurred.

Regulatory Analyses

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

Regulatory Planning and Review

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

No comments were made. However,
the following changes were made to the
original regulatory text proposed by the
Notice of Proposed Rulemaking
published on June 4, 2008 (73 FR
31785): Items (a)(2) through (a)(6) were
removed as the events have occurred.

Small Entities

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

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

This rule would affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to transit or anchor in
the affected portion of the coastal
waterways of Massachusetts between 9
p-m. and 11 p.m. on August 10, 2008.

This safety zone will not have a
significant economic impact on a

substantial number of small entities for
the following reasons: This rule would
be in effect for only two hours, vessel
traffic can navigate around the safety
zone during the effective period, and
advance notification via broadcast
notice to mariners and Local Notice to
Mariners will be made before and
during the effective period.

Assistance for Small Entities

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

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

Collection of Information

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

Federalism

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

No comments were made. However,
the following changes were made to the
original regulatory text proposed by the
Notice of Proposed Rulemaking
published on June 4, 2008 (73 FR
31785): Items (a)(2) through (a)(6) were
removed as the events have occurred.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions



Federal Register/Vol. 73, No. 152/ Wednesday, August 6, 2008/Rules and Regulations

45619

that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in this
preamble. No comments were made.
However, the following changes were
made to the original regulatory text
proposed by the Notice of Proposed
Rulemaking published on June 4, 2008
(73 FR 31785): Items (a)(2) through (a)(6)
were removed as the events have
occurred.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights. No comments
were made. However, the following
changes were made to the original
regulatory text proposed by the Notice
of Proposed Rulemaking published on
June 4, 2008 (73 FR 31785): Items (a)(2)
through (a)(6) were removed as the
events have occurred.

Civil Justice Reform

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

Protection of Children

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

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes. No
comments were made. However, the
following changes were made to the
original regulatory text proposed by the
Notice of Proposed Rulemaking
published on June 4, 2008 (73 FR
31785): Items (a)(2) through (a)(6) were
removed as the events have occurred.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a ““significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211. No
comments were made. However, the
following changes were made to the
original regulatory text proposed by the
Notice of Proposed Rulemaking
published on June 4, 2008 (73 FR
31785): Items (a)(2) through (a)(6) were
removed as the events have occurred.

Technical Standards

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

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards. No comments were made.
However, the following changes were
made to the original regulatory text
proposed by the Notice of Proposed
Rulemaking published on June 4, 2008
(73 FR 31785): Items (a)(2) through (a)(6)
were removed as the events have
occurred.

Environment

We have analyzed this rule under
Commandant Instruction M16475.1D
and Department of Homeland Security
Management Directive 5100.1, which
guide the Coast Guard in complying
with the National Environmental Policy
Act of 1969 (NEPA)(42 U.S.C. 4321—
4370f), and have concluded, under the
instruction, that there are no factors in
this case that would limit the use of a

categorical exclusion under section
2.B.2 of the Instruction. Therefore, this
rule is categorically excluded, under
figure 2—1, paragraph (34)(g), of the
Instruction, from further environmental
documentation.

A final environmental analysis
checklist and a final categorical
exclusion determination will be
available in the docket where indicated
under ADDRESSES.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures, and
Waterways.

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1(g), 6.04-1, 6.04-6, and 160.5;
Pub. L. 107-295, 116 Stat. 2064; Department
of Homeland Security Delegation No. 0170.1.

m 2. Add § 165.T01-0349 to read as
follows:

§165.T01-0349 Safety Zone; Fireworks,
Beverly, MA.

(a) Location. The following
waterborne fireworks events include
safety zones as described herein: (1)
Beverly Homecoming Fireworks Event,
Beverly, MA.

(i) All waters of Beverly Harbor, from
surface to bottom, within a 200-yard
radius of the fireworks barge located at
approximate position 42°32’37” N,
070°52°09” W. These coordinates are
based upon NAD83 datum.

(ii) Effective Date. This rule will be
effective from 9 p.m. through 11 p.m. on
August 10, 2008.

(b) Definition: As used in this section,
designated representative means any
Coast Guard commissioned, warrant, or
petty officer, or any Federal, State, or
local law enforcement officer authorized
to enforce this regulation on behalf of
the Coast Guard Captain of the Port
(COoTP).

(c) Regulations. (1) In accordance with
the general regulations in section 165.23
of this part, entry into or remaining in
the safety zones described in paragraph
(a) of this section is prohibited unless
authorized by the Coast Guard Captain
of the Port (COTP) Boston, or the
COTP’s designated representative.

(2) Persons desiring to transit within
the safety zones established in this
section may contact the Captain of the
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Port at telephone number 617-223-3008
or via on-scene patrol personnel on VHF
channel 16 to seek permission to do so.
If permission is granted, all persons and
vessels must comply with the
instructions of the Captain of the Port or
his or her designated representative.

Dated: July 24, 2008.
Claudia C. Gelzer,

Commander, U.S. Coast Guard, Acting
Captain of the Port Boston, Massachusetts.

[FR Doc. E8-18076 Filed 8-5-08; 8:45 am]|
BILLING CODE 4910-15-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 174
[EPA-HQ-OPP-2007-0830; FRL-8374-2]
Bacillus thuringiensis Vip3Aa Proteins

in Corn and Cotton; Exemption from
the Requirement of a Tolerance

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of the Bacillus
thuringiensis Vip3Aa proteins in or on
the food and feed commodities of corn;
corn, field; corn, sweet; corn, pop; and
cotton; cotton, undelinted seed; cotton,
refined oil; cotton, meal; cotton, hay;
cotton, hulls; cotton, forage; and cotton,
gin byproducts, when used as plant-
incorporated protectants in those food
and feed commodities. Syngenta Seeds,
Inc. submitted a petition to EPA under
the Federal Food, Drug, and Cosmetic
Act (FFDCA), as amended by the Food
Quality Protection Act of 1996 (FQPA),
requesting an exemption from the
requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of Bacillus thuringiensis
Vip3Aa proteins in or on corn; corn,
field; corn, sweet; corn, pop; and cotton,
undelinted seed; cotton, refined oil;
cotton, meal; cotton, hay; cotton, hulls;
cotton, forage; and cotton, gin
byproducts, when applied or used as
plant-incorporated protectants.

DATES: This regulation is effective
August 6, 2008. Objections and requests
for hearings must be received on or
before October 6, 2008, and must be
filed in accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-

OPP-2007-0830. To access the
electronic docket, go to http://
www.regulations.gov, select “Advanced
Search,” then “Docket Search.” Insert
the docket ID number where indicated
and select the “Submit”” button. Follow
the instructions on the regulations.gov
website to view the docket index or
access available documents. All
documents in the docket are listed in
the docket index available in
regulations.gov. Although listed in the
index, some information is not publicly
available, e.g., Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Alan Reynolds, Biopesticides and
Pollution Prevention Division (7511P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 605—-0515; e-mail address:
reynolds.alan@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any

questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document?

In addition to accessing an electronic
copy of this Federal Register document
through the electronic docket at http://
www.regulations.gov, you may access
this “Federal Register”” document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of 40 CFR part 180
through the Government Printing
Office’s pilot e-CFR site at http://
www.gpoaccess.gov/ecfr.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, as
amended by FQPA, any person may file
an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2007-0830 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before October 6, 2008.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit your
copies, identified by docket ID number
EPA-HQ-OPP-2007-0830, by one of
the following methods.

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

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket’s
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normal hours of operation (8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays). Special
arrangements should be made for
deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Background and Statutory Findings

In the Federal Register of November
2, 2007 (72 FR 62237) (FRL-8153-8),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide tolerance petition (PP 7F7254)
by Syngenta Seeds, Inc., P.O. Box
12257, 3054 E. Cornwallis Road,
Research Triangle Park, NC 27709. The
petition requested that 40 CFR part 180
be amended by establishing an
exemption from the requirement of a
tolerance for residues of Bacillus
thuringiensis Vip3Aa proteins in or on
all food commodities when applied or
used as plant-incorporated protectants.
This notice included a summary of the
petition prepared by the petitioner
Syngenta Seeds, Inc. One comment was
received in response to the notice of
filing. The commenter objected to the
petition and expressed concerns about
EPA’s regulation of human exposure to
toxic chemicals. The Agency
understands the commenter’s concerns
regarding toxic substances and the
potential effects to humans. Pursuant to
its authority under the FFDCA, and as
discussed further in this Unit, EPA
conducted a comprehensive assessment
of representative Vip3Aa proteins,
including a review of acute oral toxicity
data on several Vip3Aa proteins, amino
acid sequence comparisons to known
toxins and allergens, as well as data
demonstrating that the representative
Vip3Aa proteins are rapidly degraded
by gastric fluid in vitro, are not
glycosylated, and are present in low
levels in the tissues of the corn and
cotton plants containing these plant-
incorporated protectants. Based on these
data, the Agency has concluded that
there is a reasonable certainty that no
harm will result from dietary exposure
to residues of these proteins in or on the
food and feed commodities corn; corn,
field; corn, sweet; corn, pop; and cotton,
undelinted seed; cotton, refined oil;
cotton, meal; cotton, hay; cotton, hulls;
cotton, forage; and cotton, gin
byproducts, when used as plant-
incorporated protectants in those food
and feed commodities. Thus, under the
standard in FFDCA section 408(b)(2), a
tolerance exemption is appropriate.

In taking this action, EPA, pursuant to
its authority under section
408(d)(4)(A)({) of the FFDCA, is issuing
a final regulation that varies from the

regulation sought by petitioner Syngenta
Seeds, Inc. Specifically, instead of
issuing a tolerance exemption that
covers residues of the subject plant-
incorporated protectant in all food
commodities, EPA is issuing a tolerance
exemption that covers such residues in
those commodities in which it will be
used as a plant-incorporated protectant
— in this case, the food and feed
commodities of corn; corn, field; corn,
sweet; corn, pop; and cotton, undelinted
seed; cotton, refined oil; cotton, meal;
cotton, hay; cotton, hulls; cotton, forage;
and cotton, gin byproducts. In this way,
the tolerance exemption is coextensive
with the registered uses for this
particular plant-incorporated protectant.

Section 408(c)(2)(A)(i) of FFDCA
allows EPA to establish an exemption
from the requirement for a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is “safe.”
Section 408(c)(2)(A)(ii) of FFDCA
defines ““safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Pursuant to
section 408(c)(2)(B) of FFDCA, in
establishing or maintaining in effect an
exemption from the requirement of a
tolerance, EPA must take into account
the factors set forth in section
408(b)(2)(C) of FFDCA, which require
EPA to give special consideration to
exposure of infants and children to the
pesticide chemical residue in
establishing a tolerance and to “ensure
that there is a reasonable certainty that
no harm will result to infants and
children from aggregate exposure to the
pesticide chemical residue....”
Additionally, section 408(b)(2)(D) of
FFDCA requires that the Agency
consider ‘“‘available information
concerning the cumulative effects of a
particular pesticide’s residues” and
“other substances that have a common
mechanism of toxicity.”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

III. Toxicological Profile

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the

available scientific data and other
relevant information in support of this
action and considered its validity,
completeness, and reliability and the
relationship of this information to
human risk. EPA has also considered
available information concerning the
variability of the sensitivities of major
identifiable subgroups of consumers,
including infants and children.

Mammalian toxicity and allergenicity
assessment. Syngenta Seeds, Inc. has
submitted acute oral toxicity data
demonstrating the lack of mammalian
toxicity at high levels of exposure to the
Vip3Aa19 and Vip3Aa20 proteins.
These data demonstrate the safety of
these particular Vip3Aa proteins at
levels well above the maximum possible
exposure levels that are reasonably
anticipated in cotton (Vip3Aa19) and
corn (Vip3Aa20). Basing this conclusion
on acute oral toxicity data without
requiring further toxicity testing and
residue data is similar to the Agency
position regarding toxicity testing and
the requirement of residue data for the
microbial Bacillus thuringiensis
products from which these plant-
incorporated protectants were derived
(40 CFR 158.2140). For microbial
products, further toxicity testing (Tiers
II and III) and residue data are triggered
by significant adverse acute effects in
studies such as the mouse oral toxicity
study, to verify the observed adverse
effects and clarify the source of these
effects.

Syngenta submitted four acute oral
toxicity studies conducted on mice.
Three of the studies were conducted
with microbially-produced Vip3Aa
proteins (Vip3Aa1l, Vip3Aa19, and
Vip3Aa20) with slight variations in
amino acid sequence (1-2 amino acid
differences), and one study was
conducted with transgenic corn leaf
tissue expressing Vip3Aa1l9 as the test
material. No treatment-related adverse
effects were observed in any of the
studies. The results of these studies
showed that the oral LDso for mice
(males, females, and combined) was
greater than 3,675 milligrams/kilogram/
body weight (mg/kg/bwt) (the highest
dose tested) for the tested Vip3Aa
proteins.

When proteins are toxic, they are
known to act via acute mechanisms and
at very low dose levels (Sjoblad, Roy D.,
et al., “Toxicological Considerations for
Protein Components of Biological
Pesticide Products,” Regulatory
Toxicology and Pharmacology 15, pages
3-9 (1992)). Therefore, since no acute
effects were shown to be caused by the
Vip3Aa19 and Vip3Aa20 proteins, even
at relatively high dose levels, they are
not considered toxic. (This is also true
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of the Vip3Aa1 protein that was tested.)
Further, amino acid sequence
comparisons showed no similarities
between Vip3Aa19 and Vip3Aa20, on
the one hand, and known toxic proteins
in protein databases, on the other hand,
that would raise a safety concern.

Since Vip3Aa is a protein, allergenic
potential was also considered.
Currently, no definitive tests for
determining the allergenic potential of
novel proteins exist. Therefore, EPA
uses a weight-of-evidence approach,
where the following factors are
considered: Source of the trait; amino
acid sequence comparison with known
allergens; and biochemical properties of
the protein, including in vitro
digestibility in simulated gastric fluid
(SGF) and glycosylation. This approach
is consistent with the approach outlined
in the Annex to the Codex Alimentarius
“Guideline for the Conduct of Food
Safety Assessment of Foods Derived
from Recombinant-DNA Plants.” The
allergenicity assessment for Vip3Aa
follows:

e Source of the trait. Bacillus
thuringiensis, the microorganism from
which Vip3Aa proteins are derived, is
not considered to be a source of
allergenic proteins.

e Amino acid sequence. A
comparison of the amino acid sequence
of Vip3Aa19 and Vip3Aa20 with known
allergens showed no significant
sequence identity over 80 amino acids
or identity at the level of eight
contiguous amino acid residues.

e Digestibility. Both Vip3Aa19 and
Vip3Aa20 proteins are digested rapidly
in simulated gastric fluid containing
pepsin.

e Glycosylation. Both Vip3Aa19 and
Vip3Aa20 were shown not to be
glycosylated.

Considering all of the available
information on Vip3Aa19 and
Vip3Aa20, EPA concludes that the
potential for these specific proteins to
be food allergens is minimal. Moreover,
as further explained below (and in
section VILa. of this final rule), EPA
believes these data and the other
submitted data demonstrating a lack of
mammalian toxicity at high levels of
exposure to Vip3Aa19 and Vip3Aa20
can be extrapolated to cover Vip3Aa
more generally.

Vip3Aa is the designation assigned to
a closely-related group of similar
insecticidal proteins isolated from
Bacillus thuringiensis. The specific
variants referred to throughout this
document (i.e., Vip3Aa19 and
Vip3Aa20) are isolates of Vip3Aa
protein. All Vip3Aa proteins (there are
25 known Vip3Aa proteins and there are
sequences available for 19 of these) are

highly related. Indeed, the amino acid
sequence of all the Vip3Aa proteins can
only vary up to 5% to be considered a
part of the Vip3Aa group. With respect
to the 19 Vip3Aa proteins for which
sequences are available, they vary by
less than 28 amino acids out of the 789
amino acids that make up the protein.
This level of sequence similarity makes
that group of 19 Vip3Aa protein variants
96% identical overall. The sequence
identity between any two individual
sequences is even higher. For example,
the sequences of the protein variants
tested by Syngenta (i.e., Vip3Aal19 and
Vip3Aa20) are over 99.7% identical.
Finally, as to the few amino acid
differences that do exist between the
Vip3Aa variants, these differences do
not alter the surrounding sequence,
rarely occur as contiguous amino acids,
and are often substitutions with similar
chemical side groups indicating similar
chemical functionality. Therefore, EPA
finds that none of the Vip3Aa variants
would be expected to have significant
amino acid sequence identity — which
is defined as either 35% identity over an
80 amino acid stretch and, for allergens,
at the level of eight contiguous amino
acids — with a toxin, an anti-nutrient or
an allergen.

This conclusion is further supported
by EPA’s overall safety assessment that
includes other considerations such as
the source of the trait, digestibility and
glycosylation. As noted in this Unit,
Bacillus thuringiensis (from which the
Vip3Aa proteins are derived) is not
considered to be a source of allergenic
proteins. Furthermore, since all the
Vip3Aa proteins have extremely
homogenous structural similarities (as
explained in this Unit), they are highly
likely to show similar biochemical
characteristics in terms of digestibility
and glycosylation. So, as is the case for
both Vip3Aa19 and Vip3Aa20, EPA
expects that all Vip3Aa proteins will be
rapidly digested under simulated gastric
conditions and will not be glycosylated.
Finally, it is also highly relevant here
that microbial pesticide products, which
are distinct from plant-incorporated
protectant pesticide products,
containing Bacillus thuringiensis and its
components (which could include
microbially-expressed Vip3Aa proteins)
are already exempt from the
requirement for a tolerance under 40
CFR 180.1011.

Accordingly, EPA believes that the
foregoing supports EPA’s reasonable
certainty of no harm finding not only for
the Vip3Aa19 and Vip3Aa20 protein
variants, but also for all other closely-
related members of the Vip3Aa
designation as described using the
Crickmore classification system

(Crickmore, N., Zeigler, D.R., Schnepf,
E., Van Rie, J., Lereclus, D., Baum, J,
Bravo, A. and Dean, D.H. “Bacillus
thuringiensis toxin Nomenclature”
(2007) http://www.lifesci.sussex.ac.uk/
Home/Neil _Crickmore/Bt/).

IV. Aggregate Exposures

In examining aggregate exposure,
section 408 of FFDCA directs EPA to
consider available information
concerning exposures from the pesticide
residue in food and all other non-
occupational exposures, including
drinking water from ground water or
surface water and exposure through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses).

The Agency has considered available
information on the aggregate exposure
levels of consumers (and major
identifiable subgroups of consumers) to
the pesticide chemical residue (i.e., the
Vip3Aa proteins) and to other related
substances. These considerations
include dietary exposure under the
tolerance exemption and all other
tolerances or exemptions in effect for
the plant-incorporated protectant’s
chemical residue, and exposure from
non-occupational sources. Exposure via
the skin or inhalation is not likely since
the plant-incorporated protectant is
contained within plant cells, which
essentially eliminates these exposure
routes or reduces these exposure routes
to negligible. In addition, even if
exposure can occur through inhalation,
the potential for Vip3Aa to be an
allergen is low, as discussed in this
Unit. Although the allergenicity
assessment focuses on potential to be a
food allergen, the data also indicate a
low potential for Vip3Aa to be an
inhalation allergen. Exposure via
residential or lawn use to infants and
children is also not expected because
the use sites for Vip3Aa proteins are
agricultural. Oral exposure, at very low
levels, may occur from ingestion of food
commodities containing Vip3Aa protein
residues and, theoretically, drinking
water. However oral toxicity testing (as
discussed above) showed no adverse
effects.

V. Cumulative Effects

Pursuant to FFDCA section
408(b)(2)(D)(v), EPA has considered
available information on the cumulative
effects of residues of representative
Vip3Aa proteins and other substances
that have a common mechanism of
toxicity. These considerations include
the cumulative effects on infants and
children of such residues and other
substances with a common mechanism
of toxicity. Because there is no
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indication of mammalian toxicity
resulting from exposure to Vip3Aa
proteins, we conclude that there are no
cumulative effects for the Vip3Aa
proteins.

VI. Determination of Safety for U.S.
Population, Infants and Children

1. Toxicity and allergenicity
conclusions. The data submitted and
cited regarding potential health effects
for Vip3Aa proteins includes the
characterization of representative
Vip3Aa proteins, as well as the acute
oral toxicity studies, amino acid
sequence comparisons to known
allergens and toxins, and in vitro
digestibility of the representative
Vip3Aa proteins. The results of these
studies were used to evaluate humansk,
and the validity, completeness, and
reliability of the available data from the
studies were also considered.

Adequate information was submitted
to show that the Vip3Aa test materials
derived from microbial cultures were
biochemically and functionally
equivalent to the proteins produced by
the plant-incorporated protectant
ingredient in the plants. Microbially
produced proteins were used in the
studies so that sufficient material for
testing was available.

The acute oral toxicity data submitted
for the representative Vip3Aa proteins
support the prediction that Vip3Aa
proteins will be non-toxic to humans.
As mentioned above, when proteins are
toxic, they are known to act via acute
mechanisms and at very low dose levels
(Sjoblad, Roy D., et al., “Toxicological
Considerations for Protein Components
of Biological Pesticide Products,”
Regulatory Toxicology and
Pharmacology 15, pages 3—9 (1992)).
Since no treatment-related adverse
effects were shown to be caused by the
representative Vip3Aa proteins, even at
relatively high dose levels, Vip3Aa
proteins are not considered toxic.
Basing this conclusion on acute oral
toxicity data without requiring further
toxicity testing or residue data is similar
to the Agency position regarding
toxicity and the requirement of residue
data for the microbial Bacillus
thuringiensis products from which this
plant-incorporated protectant was
derived (see 40 CFR 158.2140). For
microbial products, further toxicity
testing (Tiers II and III) and residue data
are triggered when significant adverse
effects are seen in studies such as the
acute oral toxicity study. Further studies
verify the observed adverse effects and
clarify the source of these effects.

Residue chemistry data were not
required for a human health effects
assessment of the subject plant-

incorporated protectant ingredients
because of the lack of mammalian
toxicity. However, data submitted
demonstrated low levels of the
representative Vip3Aa proteins in corn
and cotton tissues.

Since Vip3Aa are proteins, potential
allergenicity is also considered as part
of the toxicity assessment. Considering
all of the available information,
including that:

e Vip3Aa originates from a non-
allergenic source.

e Vip3Aa19 and Vip3Aa20 have no
sequence similarities with known
allergens.

e Vip3Aa19 and Vip3Aa20 are not
glycosylated.

e Vip3Aa1l9 and Vip3Aa20 are
rapidly digested in simulated gastric
fluid.

e The data developed for Vip3Aa19
and Vip3Aa20 can be extrapolated to all
Vip3Aa proteins due to the extremely
high level of structural similarity that
exists between and among Vip3Aa
proteins, EPA has concluded that the
potential for Vip3Aa to be an allergen is
minimal.

Neither available information
concerning the dietary consumption
patterns of consumers (and major
identifiable subgroups of consumers
including infants and children) nor
safety factors that are generally
recognized as appropriate for the use of
animal experimentation data were
evaluated. The lack of mammalian
toxicity at high levels of exposure to
representative Vip3Aa proteins, as well
as the minimal potential to be a food
allergen, demonstrate the safety of
Vip3Aa at levels well above possible
maximum exposure levels anticipated.

The genetic material necessary for the
production of the plant-incorporated
protectant active ingredient include the
deoxyribo nucleic acids/ribonucleic
acid (DNA/RNA) that encode these
proteins and regulatory regions. The
genetic material DNA/RNA necessary
for the production of Vip3Aa proteins
has been exempted from the
requirement of a tolerance under 40 CFR
174.507 (Nucleic acids that are part of
a plant-incorporated protectant;
exemption from the requirement of a
tolerance).

2. Infants and children risk
conclusions. FFDCA section
408(b)(2)(C) provides that EPA shall
assess the available information about
consumption patterns among infants
and children, special susceptibility of
infants and children to pesticide
chemical residues and the cumulative
effects on infants and children of the
residues and other substances with a
common mechanism of toxicity. In

addition, FFDCA section 408(b)(2)(C)
also provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children.

In this instance, based on all the
available information, the Agency
concludes that there is a finding of no
toxicity for Vip3Aa proteins. Thus, there
are no threshold effects of concern and,
as a result, the provision requiring an
additional tenfold margin of safety does
not apply. Further, the considerations of
consumption patterns, special
susceptibility, and cumulative effects do
not apply.

3. Overall safety conclusion. There is
a reasonable certainty that no harm will
result from aggregate exposure to the
U.S. population, including infants and
children, to Vip3Aa proteins. This
includes all anticipated dietary
exposures and all other exposures for
which there is reliable information. The
Agency has arrived at this conclusion
because, as discussed above, no toxicity
to mammals has been observed, nor any
indication of allergenicity potential for
Vip3Aa proteins.

VII. Other Considerations

A. Endocrine Disruptors

The pesticidal active ingredient is a
protein, derived from a source that is
not known to exert an influence on the
endocrine system. Therefore, the
Agency is not requiring information on
the endocrine effects of the plant-
incorporated protectant at this time.

B. Analytical Method(s)

A lateral flow enzyme-linked
immunosorbent assay (ELISA) protocol
has been provided to the Agency for
detecting Vip3Aa in cotton as well as a
qualitative ELISA method for detecting
Vip3Aa in corn.

C. Codex Maximum Residue Level

No Codex maximum residue level
exists for the plant-incorporated
protectant Bacillus thuringiensis
Vip3Aa proteins and the genetic
material necessary for their production
in corn and cotton.

VIII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
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Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995

(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note).

IX. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 174

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: June 26, 2008.
Debra Edwards,
Director, Office of Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 174—[AMENDED]

m 1. The authority citation for part 174
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 174.501 in subpart D is
revised to read as follows:

§174.501 Bacillus thuringiensis Vip3Aa
protein in corn and cotton; exemption from
the requirement of a tolerance.

Residues of Bacillus thuringiensis
Vip3Aa proteins in or on corn or cotton
are exempt from the requirement of a
tolerance when used as plant—
incorporated protectants in or on the
food and feed commodities of corn;
corn, field; corn, sweet; corn, pop; and
cotton; cotton, undelinted seed; cotton,
refined oil; cotton, meal; cotton, hay;
cotton, hulls; cotton, forage; and cotton,
gin byproducts.

§174.528 [Removed]

m 3. Section 174.528 is removed from
Subpart D.

[FR Doc. E8-17931 Filed 8-5-08; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2008-0484; FRL-8375-5]
Difenoconazole; Pesticide Tolerances
for Emergency Exemptions

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

SUMMARY: This regulation establishes
time-limited tolerances for residues of
difenoconazole, 1-[2-[2-chloro-4-(4-
chlorophenoxy)phenyl]-4-methyl-1,3-
dioxolan-2-ylmethyl]-1H-1,2,4-triazole
in or on almond, almond hulls,
cantaloupe, cucumber, and watermelon.
This action is in response to EPA’s
granting crisis exemptions to the
California Environmental Protection
Agency and the Georgia Department of
Agriculture under section 18 of the
Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA) authorizing
use of the pesticide on almond, almond
hulls, cantaloupe, cucumber, and
watermelon. This regulation establishes
a maximum permissible level for
residues of difenoconazole in these food
commodities. The time-limited
tolerances expire and are revoked on
December 31, 2011.

DATES: This regulation is effective
August 6, 2008. Objections and requests
for hearings must be received on or
before October 6, 2008, and must be
filed in accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2008-0484. To access the
electronic docket, go to http://
www.regulations.gov, select “Advanced
Search,” then “Docket Search.” Insert
the docket ID number where indicated
and select the “Submit” button. Follow
the instructions on the regulations.gov
website to view the docket index or
access available documents. All
documents in the docket are listed in
the docket index available in
regulations.gov. Although listed in the
index, some information is not publicly
available, e.g., Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either in the electronic docket
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at http://www.regulations.gov, or, if only C. Can I File an Objection or Hearing

available in hard copy, at the Office of
Pesticide Programs (OPP) Regulatory
Public Docket in Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. The hours of
operation of this Docket Facility are
from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The Docket Facility telephone
number is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
Stacey Groce, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 305—2505; e-mail address:
groce.stacey@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document?

In addition to accessing an electronic
copy of this Federal Register document
through the electronic docket at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of 40 CFR part 180
through the Government Printing
Office’s pilot e-CFR site at http://
www.gpoaccess.gov/ecfr.

Request?

Under section 408(g) of the Federal
Food, Drug, and Cosmetic Act (FFDCA),
as amended by the Food Quality
Protection Act of 1996 (FQPA), any
person may file an objection to any
aspect of this regulation and may also
request a hearing on those objections.
The EPA procedural regulations which
govern the submission of objections and
requests for hearings appear in 40 CFR
part 178. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2008-0484 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before October 6, 2008.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit your
copies, identified by docket ID number
EPA-HQ-OPP-2008-0484, by one of
the following methods:

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

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket’s
normal hours of operation (8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays). Special
arrangements should be made for
deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Background and Statutory Findings

EPA, on its own initiative, in
accordance with sections 408(e) and
408(1)(6) of FFDCA, 21 U.S.C. 346a(e)
and 346a(1)(6), is establishing time-
limited tolerances for residues of the
fungicide difenoconazole, in or on
almond at 0.05 parts per million (ppm),
almond, hulls at 5.0 (ppm), cantaloupe
at 1.0 (ppm), cucumber at 1.0 (ppm),

and watermelon at 1.0 (ppm). These
time-limited tolerances expire and are
revoked on December 31, 2011. EPA
will publish a document in the Federal
Register to remove the revoked
tolerances from the CFR.

Section 408(1)(6) of FFDCA requires
EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment. EPA does not intend for its
actions on section 18 related time-
limited tolerances to set binding
precedents for the application of section
408 of FFDCA to other tolerances and
exemptions. Section 408(e) of FFDCA
allows EPA to establish a tolerance or an
exemption from the requirement of a
tolerance on its own initiative, i.e.,
without having received any petition
from an outside party.

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “‘safe” to mean that ““there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . ..”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that “emergency conditions
exist which require such exemption.”
EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

III. Emergency Exemptions for
Difenoconazole on Various
Commodities: Almond, Almond Hulls,
Cantaloupe, Cucumber, and
Watermelon and FFDCA Tolerances

The California Environmental
Protection Agency, Department of
Pesticide Regulation, requested an
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emergency exemption for
difenoconazole on almond and almond
hulls to control Alternaria leaf blight
disease, and issued a crisis exemption
for this use pursuant to 40 CFR part 166,
subpart C. Alternaria leaf spot disease is
caused by a common fungus that results
in premature defoliation and
interference with hull split and nut
removal of almonds. Further, it appears
that in California a significant portion of
the spores that cause Alternaria leaf
blight disease has developed resistance
against registered alternative fungicides.

In addition, the Georgia Department
of Agriculture requested a specific
emergency exemption and subsequently
issued a crisis exemption for the use of
difenoconazole on cucurbits (cucumber,
cantaloupe, and watermelon) as a tank
mixture with cyprodinil to control
gummy stem blight disease (caused by
Didymella bryonia).

After having reviewed the
submissions, EPA determined that the
conditions described by the California
Department of Environmental Protection
and the Georgia Department of
Agriculture meet the criteria for
emergency exemptions. EPA authorized
under FIFRA section 18 the use of
difenoconazole on almond, and almond,
hulls for control of Alternaria leaf and
stem blight in California, and on
cantaloupe, cucumber, and watermelon
in Georgia to control Gummy stem
blight disease.

As part of its evaluation of the
emergency exemption applications, EPA
assessed the potential risks presented by
residues of difenoconazole in or on
almond, cantaloupe, cucumber, and
watermelon. In doing so, EPA
considered the safety standard in
section 408(b)(2) of FFDCA, and EPA
decided that the necessary tolerances
under section 408(1)(6) of FFDCA would
be consistent with the safety standard
and with FIFRA section 18. Consistent
with the need to move quickly on the
emergency exemptions in order to
address urgent non-routine situations
and to ensure that the resulting food is
safe and lawful, EPA is issuing these
tolerances without notice and
opportunity for public comment as
provided in section 408(1)(6) of FFDCA.
Although these time-limited tolerances
expire and are revoked on December 31,
2011, under section 408(1)(5) of FFDCA,
residues of the pesticide not in excess
of the amounts specified in the
tolerances remaining in or on almond,
cantaloupe, cucumber, and watermelon
after that date will not be unlawful,
provided the pesticide was applied in a
manner that was lawful under FIFRA,
and the residues do not exceed a level
that was authorized by these time-

limited tolerances at the time of that
application. EPA will take action to
revoke these time-limited tolerances
earlier if any experience with, scientific
data on, or other relevant information
on this pesticide indicate that the
residues are not safe.

Because these time-limited tolerances
are being approved under emergency
conditions, EPA has not made any
decisions about whether difenoconazole
meets FIFRA’s registration requirements
for use on almond, cantaloupe,
cucumber, and watermelon or whether
permanent tolerances for these uses
would be appropriate. Under these
circumstances, EPA does not believe
that these time-limited tolerance
decisions serve as a basis for registration
of difenoconazole by a State for special
local needs under FIFRA section 24(c).
Nor do these tolerances serve as the
basis for persons in any State other than
California and Georgia to use this
pesticide on the applicable crops under
FIFRA section 18 absent the issuance of
an emergency exemption applicable
within that State. For additional
information regarding the emergency
exemption for difenoconazole contact
the Agency’s Registration Division at the
address provided under FOR FURTHER
INFORMATION CONTACT.

IV. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is ““safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe”” to mean that ““there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

Consistent with the factors specified
in section 408(b)(2)(D) of FFDCA, EPA
has reviewed the available scientific
data and other relevant information in
support of these actions. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure expected as a result

of these emergency exemption requests
and the time-limited tolerances for
residues of difenoconazole on almond at
0.05 ppm, almond, hulls at 5.0 ppm,
cantaloupe at 1.0 ppm, cucumber at 1.0
ppm, and watermelon at 1.0 ppm. EPA’s
assessment of exposures and risks
associated with establishing these time-
limited tolerances follows.

A. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure
(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as
appropriate for use in risk assessment.
However, if a NOAEL cannot be
determined, the lowest dose at which
adverse effects of concern are identified
(the LOAEL) or a Benchmark Dose
(BMD) approach is sometimes used for
risk assessment. Uncertainty/safety
factors (UFs) are used in conjunction
with the POD to take into account
uncertainties inherent in the
extrapolation from laboratory animal
data to humans and in the variations in
sensitivity among members of the
human population as well as other
unknowns. Safety is assessed for acute
and chronic dietary risks by comparing
aggregate food and water exposure to
the pesticide to the acute population
adjusted dose (aPAD) and chronic
population adjusted dose (cPAD). The
aPAD and cPAD are calculated by
dividing the POD by all applicable UFs.
Aggregate short-, intermediate-, and
chronic-term risks are evaluated by
comparing food, water, and residential
exposure to the POD to ensure that the
margin of exposure (MOE) called for by
the product of all applicable UFs is not
exceeded. This latter value is referred to
as the Level of Concern (LOC).

For non-threshold risks, the Agency
assumes that any amount of exposure
will lead to some degree of risk. Thus,
the Agency estimates risk in terms of the
probability of an occurrence of the
adverse effect greater than that expected
in a lifetime. For more information on
the general principles EPA uses in risk
characterization and a complete
description of the risk assessment
process, see http://www.epa.gov/
pesticides/factsheets/riskassess.htm.

A summary of the toxicological
endpoints for difenoconazole used for
human risk assessment can be found at
http://www.regulations.gov in the
November 9, 2007 document:
Difenoconazole in/on Fruiting
Vegetables, Pome Fruit, Sugar Beets,
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Tuberous and Corn Vegetables, and
Imported Papaya. Health Effects
Division (HED) Revised Risk
Assessment, pages 13 and 14 of 57 in
docket ID number EPA-HQ-OPP-2008—
0484.

B. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to difenoconazole, EPA
considered exposure under the time-
limited tolerances established by this
action as well as all existing
difenoconazole tolerances in (40 CFR
180.475). EPA assessed dietary
exposures from difenoconazole in food
as follows:

i. Acute exposure. In estimating acute
dietary exposure, EPA used food
consumption information from the
United States Department of Agriculture
(USDA) 1994-1996 and 1998
Nationwide Continuing Surveys of Food
Intake by Individuals (CSFII). As to
residue levels in food, EPA’s acute
dietary analysis assumed tolerance-level
residues and 100% crop treated (PCT)
for all registered and proposed crops.
Tolerance-level residues were also
assumed for all livestock tissues in this
assessment. Experimental processing
factors were used for apple juice (0.04x),
potato chips (0.5x), potato granules/
flakes (0.5x), sugar beet molasses (0.6x),
sugar beet refined sugar (0.6x), tomato
paste (1.6x), and tomato puree (0.5x).
The Dietary Exposure Evaluation Model
(DEEM)™ version 7.76 default
processing factors were assumed (when
appropriate) for other processed
commodities. The resulting acute
dietary (food + water) exposure
estimates are not of concern to the
Agency (<100% of the aPAD at the 95th
percentile of the exposure distribution
for the U.S. general population (2.9%
aPAD) and all population subgroups.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
CSFIIL. As to residue levels in food,
EPA’s chronic dietary analysis assumed
tolerance-level residues and 100 PCT for
all registered and proposed crops.
Tolerance level residues were also
assumed for all livestock tissues in this
assessment. Experimental processing
factors were used for apple juice (0.04x),
potato chips (0.5x), potato granules/
flakes (0.5x), sugar beet molasses (0.6x),
sugar beet refined sugar (0.6x), tomato
paste (1.6x), and tomato puree (0.5x).
The DEEM™ version 7.76 default
processing factors were assumed (when
appropriate) for other processed
commodities. The resulting chronic
dietary (food + water) exposure

estimates are not of concern to the
Agency (<100% of the cPAD for the U.S.
general population (23% cPAD) and all
population subgroups.

iii. Cancer. A cancer dietary
assessment was not conducted for
difenoconazole because the cancer no-
observable-adverse-effect level (NOAEL)
is higher than the chronic reference
dose (RID); therefore, the chronic
dietary risk estimate is protective of any
cancer effects.

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use anticipated residue and/or PCT
information in the dietary assessment
for difenoconazole. Tolerance level
residues and/or 100 PCT were assumed
for all food commodities.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for difenoconazole in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
difenoconazole. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www.epa.gov/
oppefed1/models/water/index.htm.

Based on the Pesticide Root Zone
Model/Exposure Analysis Modeling
System (PRZM/EXAMS) and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of
difenoconazole for acute exposures are
estimated to be 13.3 parts per billion
(ppb) for surface water and 0.00128 ppb
for ground water and for chronic
exposures for non-cancer assessments
are estimated to be 9.43 ppb for surface
water and 0.00108 ppb for ground
water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. In this
assessment, 1-in-10—year annual peak
(13.3 ppb) and 1-in-10—year annual
mean (9.43 ppb) residue values were
used for acute and chronic dietary
exposure assessments respectively.

3. From non-dietary exposure. The
term “‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Difenoconazole is currently registered
for ornamental foliar treatment that
could result in residential exposure.
EPA assessed residential exposure using
the following assumptions: Residential
pesticide handlers will be exposed to
short-term duration (1 to 30 days) only.
The dermal and inhalation (short-term)

residential exposure was assessed for
homeowners (mixer/loader/applicator)
wearing short pants and short-sleeved
shirts as well as shoes plus socks using
garden hose-end sprayer, pump-up
compressed air sprayer, and backpack
sprayer. With regard to residential post-
application exposures, no significant
post application exposure is anticipated
from ornamentals by residents.
Therefore, no residential post-
application assessment was conducted.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

Difenoconazole is a member of the
triazole-containing class of pesticides.
Although conazoles act similarly in
plants (fungi) by inhibiting ergosterol
biosynthesis, there is not necessarily a
relationship between their pesticidal
activity and their mechanism of toxicity
in mammals. Structural similarities do
not constitute a common mechanism of
toxicity. Evidence is needed to establish
that the chemicals operate by the same,
or essentially the same, sequence of
major biological events. In conazoles,
however, a variable pattern of
toxicological responses is found. Some
are hepatotoxic and hepatocarcinogenic
in mice. Some induce thyroid tumors in
rats. Some induce developmental,
reproductive, and neurological effects in
rodents. Furthermore, the conazoles
produce a diverse range of biochemical
events including altered cholesterol
levels, stress responses, and altered
DNA methylation. It is not clearly
understood whether these biochemical
events are directly connected to their
toxicological outcomes. Thus, there is
currently no evidence to indicate that
conazoles share common mechanisms of
toxicity and EPA is not following a
cumulative risk approach based on a
common mechanism of toxicity for the
conazoles.

However, this class of compounds can
form the common metabolite 1,2,4-
triazole and two triazole conjugates
(triazolylalanine and triazolylacetic
acid). To support existing tolerances
and to establish new tolerances for
triazole-derived pesticides, including
difenoconazole, EPA conducted a
human health risk assessment for
exposure to 1,2,4-triazole,
triazolylalanine, and triazolylacetic acid
resulting from the use of all current and
pending uses of any triazole-derived
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fungicide. The risk assessment is a
highly conservative, screening-level
evaluation in terms of hazards
associated with common metabolites
(e.g., use of a maximum combination of
UFs) and potential dietary and non-
dietary exposures (i.e., high-end
estimates of both dietary and non-
dietary exposures). In addition, the
Agency retained the additional 10X
FQPA safety factor for the protection of
infants and children. The assessment
included evaluations of risks for various
subgroups, including those comprised
of infants and children. The Agency’s
complete risk assessment can be found
in the propiconazole reregistration
docket at http://www.regulations.gov,
(Docket ID number EPA-HQ-OPP-
2005-0497).

For information regarding EPA’s
efforts to determine which chemicals
have a common mechanism of toxicity
and to evaluate the cumulative effects of
such chemicals, see the policy
statements released by EPA’s Office of
Pesticide Programs concerning common
mechanism determinations and
procedures for cumulating effects from
substances found to have a common
mechanism on EPA’s website at http://
www.epa.gov/pesticides/cumulative.

C. Safety Factor for Infants and Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA safety factor (SF). In applying this
provision, EPA either retains the default
value of 10X, or uses a different
additional SF when reliable data
available to EPA support the choice of
a different factor.

2. Prenatal and postnatal sensitivity.
Developmental toxicity studies showed
no increased sensitivity in fetuses as
compared to maternal animals following
in utero exposures in rats and rabbits,
and prenatal/postnatal exposure in the
2—generation toxicity study in arts.
There was no evidence of abnormalities
in the development of the fetal nervous
system in the prenatal/postnatal studies.

3. Conclusion. EPA has determined
that reliable data show that the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:

i. The toxicity database for
difenoconazole is complete.

ii. There is no indication that
difenoconazole is a neurotoxic chemical
and there is no need for a
developmental neurotoxicity study or
additional UFs to account for
neurotoxicity.

iii. There is no evidence that
difenoconazole results in increased
susceptibility in in utero rats or rabbits
in the prenatal developmental studies or
in young rats in the 2—generation
reproduction study.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 PCT and
tolerance-level residues. EPA made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to
difenoconazole in drinking water. EPA
used similarly conservative assumptions
to assess post-application exposure of
children as well as incidental oral
exposure of toddlers. These assessments
will not underestimate the exposure and
risks posed by difenoconazole.

D. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic pesticide exposures are safe by
comparing aggregate exposure estimates
to the aPAD and cPAD. The aPAD and
cPAD represent the highest safe
exposures, taking into account all
appropriate SFs. EPA calculates the
aPAD and cPAD by dividing the POD by
all applicable UFs. For linear cancer
risks, EPA calculates the probability of
additional cancer cases given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the POD to
ensure that the MOE called for by the
product of all applicable UFs is not
exceeded.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
difenoconazole will occupy 9% of the
aPAD for (the population group all
infants (< 1 year old)) the population
group receiving the greatest exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to difenoconazole
from food and water will utilize 65% of
the cPAD for (children 1-2 years old) the
population group receiving the greatest
exposure. Based on the residential use
patterns, chronic residential exposure to

residues of difenoconazole is not
expected.

3. Short-term risk. Short-term
aggregate exposure takes into account
short-term residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level).

Difenoconazole is currently registered
for an ornamental foliar use that could
result in short-term residential exposure
and the Agency has determined that it
is appropriate to aggregate chronic
exposure through food and water with
short-term residential exposures to
difenoconazole.

Using the exposure assumptions
described in this unit for short-term
exposures, EPA has concluded the
combined short-term food, water, and
residential exposures aggregated result
in aggregate MOEs of greater than or
equal to 170. Therefore, short-term
aggregate exposure to difenoconazole is
not of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term
non-dietary, non-occupational exposure
plus chronic exposure to food and water
(considered to be a background
exposure level). The Agency believes
residential pesticide handlers will be
exposed to short-term duration (1-30
days) only. Therefore, intermediate and
long-term aggregate risks are not of
concern.

Difenoconazole is not registered for
any use patterns that would result in
intermediate-term residential exposure.
Therefore, the intermediate-term
aggregate risk is the sum of the risk from
exposure to difenoconazole through
food and water, which has already been
addressed, and will not be greater than
the chronic aggregate risk.

5. Aggregate cancer risk for U.S.
population.The chronic dietary risk
assessment is protective of carcinogenic
effects of difenoconazole. The cancer
NOAEL is higher than the chronic RfD.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children,
from aggregate exposure to
difenoconazole residues.

V. Other Considerations

A. Analytical Enforcement Methodology

Adequate enforcement methodology
(Method AG-575B) is available to
enforce the tolerance expression. The
method may be requested from: Chief,
Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
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telephone number: (410) 305-2905; e-
mail address: residuemethods@epa.gov.

B. International Residue Limits

There are no Codex, Canadian, or
Mexican Maximum Residue Limits
(MRLs) for difenoconazole.

VI. Conclusion

Therefore, time-limited tolerances are
established for residues of
difenoconazole, 1-[2-[2-chloro-4-(4-
chlorophenoxy) phenyl]-4-methyl-1,3-
dioxolan-2-ylmethyl]-1H-1,2,4-triazole,
in or on almond at 0.05 parts per
million (ppm), almond, hulls at 5.0
(ppm), and cantaloupe at 1.0 (ppm),
cucumber at 1.0 (ppm), and watermelon
at 1.0 (ppm). These tolerances expire
and are revoked on December 31, 2011.

VIL. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under sections 408(e) and 408(1)(6) of
FFDCA in response to a petition
submitted to the Agency. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).
Because this final rule has been
exempted from review under Executive
Order 12866, this final rule is not
subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established in accordance with
sections 408(e) and 408(1)(6) of FFDCA,
such as the tolerances in this final rule,
do not require the issuance of a
proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions

of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104-4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note).

VIII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: July 25, 2008.

Lois Rossi,

Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapterIis
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.475 is amended by
adding text to paragraph (b) to read as
follows:

§180.475 Difenoconazole; tolerances for
residues.
* * * * *

(b) Section 18 emergency exemptions.
Time-limited tolerances specified in the
following table are established for
residues of the fungicide difenoconazole
in or on the specified agricultural
commodities, resulting from use of the
pesticide pursuant to FIFRA section 18
emergency exemptions. The tolerances
expire and are revoked on the date
specified in the table.

Expiration/
Commodity P;ritlﬁ Opner revocation
date

Almond .............. 0.05 12/31/11
Almond, hulls .... 5.0 12/31/11
Cantaloupe ....... 1.0 12/31/11
Cucumber ......... 1.0 12/31/11
Watermelon ...... 1.0 12/31/11
* * * * *

[FR Doc. E8-17937 Filed 8—-5—-08; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2007-0221; FRL—8367-5]
Dodine; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of dodine in or
on bananas and peanuts. Agriphar S.A.
c/o Ceres International LLC requested
these tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).
DATES: This regulation is effective
August 6, 2008. Objections and requests
for hearings must be received on or
before October 6, 2008, and must be
filed in accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2007-0221. To access the
electronic docket, go to http://
www.regulations.gov, select “Advanced
Search,” then ‘“Docket Search.” Insert
the docket ID number where indicated
and select the “Submit” button. Follow
the instructions on the regulations.gov
website to view the docket index or
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access available documents. All
documents in the docket are listed in
the docket index available in
regulations.gov. Although listed in the
index, some information is not publicly
available, e.g., Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Mary L. Waller, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308-9354 e-mail address:
waller.mary@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

e Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document?

In addition to accessing an electronic
copy of this Federal Register document
through the electronic docket at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s pilot
e-CFR site at http://www.gpoaccess.gov/
ecfr.]

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, any
person may file an objection to any
aspect of this regulation and may also
request a hearing on those objections.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ—
OPP-2007-0221 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before October 6, 2008.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2007-0221, by one of the
following methods:

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

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket’s
normal hours of operation (8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays). Special
arrangements should be made for
deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Petition for Tolerance

In the Federal Register of May 9, 2007
(72 FR 26372) (FRL—-8121-5), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 7F7185) by
Agriphar S.A. c/o Ceres International
LLC, 1087 Heartsease Dr., West Chester,
PA 10382. The petition requested that
40 CFR 180.172 be amended by
establishing tolerances for residues of
the fungicide dodine, n-
dodecylguanidine acetate, in or on
bananas at 0.50 parts per million (ppm)
and on peanuts at 0.03 ppm. That notice
referenced a summary of the petition
prepared by Agriphar S.A. c/o Ceres
International LLC, the registrant, which
is available to the public in the docket,
http://www.regulations.gov. Comments
were received on the notice of filing.
EPA’s response to these comments is
discussed in Unit IV.C.

Based upon review of the data
supporting the petition, EPA has
lowered the tolerance for peanuts from
0.03 ppm to 0.013 ppm. The reason for
this change is explained in Unit IV.D.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(@) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “‘safe” to mean that ““there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
tolerances for residues of dodine on
bananas at 0.50 ppm and on peanuts at
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0.013 ppm. EPA’s assessment of
exposures and risks associated with
establishing tolerances follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

Technical dodine has moderate
toxicity via the acute oral, dermal and
inhalation routes of exposure. It is a
severe eye irritant and causes severe
dermal irritation; it is not a skin
sensitizer. A definitive target organ has
not been identified for dodine. The most
common effects observed in subchronic
and chronic oral and inhalation studies
were decreases in food consumption,
body weight and/or body weight gain.
There is no evidence of neurotoxicity.
Effects from dermal exposure were
limited to dermal lesions. There is no
evidence of increased susceptibility
(quantitative or qualitative) in pups
versus adults based on rat and rabbit
developmental studies and the rat
multi-generation reproduction study. A
weight of evidence evaluation of the
carcinogenic potential of dodine was
performed, and based on the results it
was concluded that there is no evidence
of carcinogenicity after exposure to
dodine. All toxicological endpoints
chosen for risk assessment were based
on body weight effects plus, in the case
of inhalation, reduced food
consumption.

Specitic information on the studies
received and the nature of the adverse
effects caused by dodine as well as the
no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document
Dodine: Human Health Risk Assessment
for Proposed Use Bananas and Peanuts,
pages 12 and 44 in docket ID number
EPA-HQ-OPP-2007-0221.

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure
(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as
appropriate for use in risk assessment.
However, if a NOAEL cannot be

determined, the lowest dose at which
adverse effects of concern are identified
(the LOAEL) or a Benchmark Dose
(BMD) approach is sometimes used for
risk assessment. Uncertainty/safety
factors (UFs) are used in conjunction
with the POD to take into account
uncertainties inherent in the
extrapolation from laboratory animal
data to humans and in the variations in
sensitivity among members of the
human population as well as other
unknowns. Safety is assessed for acute
and chronic dietary risks by comparing
aggregate food and water exposure to
the pesticide to the acute population
adjusted dose (aPAD) and chronic
population adjusted dose (cPAD). The
aPAD and cPAD are calculated by
dividing the POD by all applicable UFs.
Aggregate short-, intermediate-, and
chronic-term risks are evaluated by
comparing food, water, and residential
exposure to the POD to ensure that the
margin of exposure (MOE) called for by
the product of all applicable UFs is not
exceeded. This latter value is referred to
as the Level of Concern (LOC).

For non-threshold risks, the Agency
assumes that any amount of exposure
will lead to some degree of risk. Thus,
the Agency estimates risk in terms of the
probability of an occurrence of the
adverse effect greater than that expected
in a lifetime. For more information on
the general principles EPA uses in risk
characterization and a complete
description of the risk assessment
process, see http://www.epa.gov/
pesticides/factsheets/riskassess.htm.

A summary of the toxicological
endpoints for dodine used for human
risk assessment can be found at http://
www.regulations.gov in document
Dodine: Human Health Risk Assessment
for Proposed Use Bananas and Peanuts,
page 17 in docket ID number EPA-HQ-
OPP-2007-0221.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to dodine, EPA considered
exposure under the petitioned-for
tolerances as well as all existing dodine
tolerances in (40 CFR 180.172). EPA
assessed dietary exposures from dodine
in food as follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

No such effects were identified in the
toxicological studies for dodine;
therefore, a quantitative acute dietary
exposure assessment is unnecessary

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
(CSFII). As to residue levels in food,
EPA assumed that tolerance level
residues were used for all crops. In
terms of extent of usage, percent crop
treated information was used for pome
fruit, stone fruit, strawberry, pecan and
walnut. One hundred percent crop
treated was assumed for banana and
peanut crops.

iii. Cancer. There was equivocal
evidence of carcinogenicity in a mouse
carcinogenicity study. However, based
on a weight of evidence evaluation of
the carcinogenic potential of dodine, the
Agency concluded that there is no
evidence of carcinogenicity after
exposure to dodine. Factors bearing on
this weight of the evidence
determination are described in Dodine:
Human Health Risk Assessment for
Proposed Use Bananas and Peanuts,
pages 20—21 in docket ID number EPA—
HQ-OPP-2007-0221. EPA principally
relied on the fact that the only evidence
of cancer was a finding of statistically
significant liver tumors (primarily
adenomas) in female mice at the highest
dose tested and no evidence of
genotoxicity was found. There was no
evidence of cancer in male mice or rats.

iv. Percent crop treated (PCT)
information. Section 408(b)(2)(F) of
FFDCA states that the Agency may use
data on the actual percent of food
treated for assessing chronic dietary risk
only if:

e Condition a: The data used are
reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain the pesticide residue.

e Condition b: The exposure estimate
does not underestimate exposure for any
significant subpopulation group.

e Condition c: Data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area.

In addition, the Agency must provide
for periodic evaluation of any estimates
used. To provide for the periodic
evaluation of the estimate of PCT as
required by section 408(b)(2)(F) of
FFDCA, EPA may require registrants to
submit data on PCT.

The Agency used PCT information as
follows:

The Agency used the following PCT
information for the currently registered
uses of dodine: 10% PCT for pears and
quinces; 5% PCT for apples, crabapples,
loquats, cherries, walnuts and pecans;
and 1% PCT for strawberries, apricots,
nectarines, peaches, and plums.
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In most cases, EPA uses available data
from United States Department of
Agriculture/National Agricultural
Statistics Service (USDA/NASS),
proprietary market surveys, and the
National Pesticide Use Database for the
chemical/crop combination for the most
recent 6 years. EPA uses an average PCT
for chronic dietary risk analysis. The
average PCT figure for each existing use
is derived by combining available
public and private market survey data
for that use, averaging across all
observations, and rounding to the
nearest 5%, except for those situations
in which the average PCT is less than
one. In those cases, 1% is used as the
average PCT and 2.5% is used as the
maximum PCT. EPA uses a maximum
PCT for acute dietary risk analysis. The
maximum PCT figure is the highest
observed maximum value reported
within the recent 6 years of available
public and private market survey data
for the existing use and rounded up to
the nearest multiple of 5%.

The Agency believes that the three
conditions discussed in Unit III.C.1.iv.
have been met. With respect to
Condition a, PCT estimates are derived
from Federal and private market survey
data, which are reliable and have a valid
basis. The Agency is reasonably certain
that the percentage of the food treated
is not likely to be an underestimation.
As to Conditions b and c, regional
consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available reliable information on
the regional consumption of food to
which dodine may be applied in a
particular area.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for dodine in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of dodine.
Further information regarding EPA
drinking water models used in pesticide
exposure assessment can be found at

http://www.epa.gov/oppefed1/models/
water/index.htm.

Based on the First Index Reservoir
Screening Tool (FIRST), and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of dodine
for chronic exposures for non-cancer
assessments are estimated to be 4.0 parts
per billion (ppb) for surface water and
<0.08 ppb for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
chronic dietary risk assessment, the
water concentration of value 4.0 ppb
was used to assess the contribution to
drinking water.

3. From non-dietary exposure. The
term “residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Dodine is not registered for any
specific use patterns that would result
in residential exposure. However, a
closely related chemical,
dodecylguanidine hydrochloride (DGH)
is used as an antimicrobial in
household, industrial, and commercial
products having residential and non-
occupational exposure potential. DGH is
used as a bacteriostat in paints and in
absorbent material in disposal diapers.
Dodine and DGH have similar chemical
compositions and properties and are
therefore considered bio-equivalents.

Residential painters may have short-
term dermal and inhalation exposure as
a result of using DGH treated paint.
Infants < 1-year old may have short-,
intermediate, and long term dermal
exposure as a result of wearing DGH
impregnated diapers. Inhalation
exposure of infants and children is
expected to be negligible. Although
small children may have short-term post
application oral exposure as a result of
accidental ingestion of paint chips
which contain DGH, the Agency does
not believe that this would occur on a
regular basis.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
““available information”” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

EPA has not found dodine to share a
common mechanism of toxicity with
any other substances, and dodine does
not appear to produce a toxic metabolite

produced by other substances. For the
purposes of this tolerance action,
therefore, EPA has assumed that dodine
does not have a common mechanism of
toxicity with other substances. For
information regarding EPA’s efforts to
determine which chemicals have a
common mechanism of toxicity and to
evaluate the cumulative effects of such
chemicals, see EPA’s website at http://
www.epa.gov/pesticides/cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(c) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA safety factor (SF). In applying this
provision, EPA either retains the default
value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
There is no evidence (quantitative or
qualitative) of increased susceptibility
and no residual uncertainties with
regard to prenatal and/or postnatal
toxicity following in utero exposure to
rats or rabbits and prenatal and/or
postnatal exposure to rats. In a rat
developmental toxicity study, decreased
body weight gain and food consumption
were observed at > 45 milligrams/
kilograms/day (mg/kg/day) in maternal
animals. No treatment-related effects
were observed in fetuses up to 90 mg/
kg/day. In a rabbit developmental
toxicity study, dams demonstrated
decreased food consumption at 80 mg/
kg/day; however, this finding was not
considered adverse. No treatment-
related effects were observed in fetuses
up to 80 mg/kg/day. In a 2—generation
reproduction toxicity study in rats,
decreases in parental body weight, body
weight gain and food consumption were
noted in both generations of rats at 53
mg/kg/day. Additionally at 53 mg/kg/
day, the offspring of both generations
demonstrated decreased body weight
after postnatal day 4 which continued
through pre-mating.

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:
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i. The toxicity database for dodine is
complete.

ii. EPA concluded that dodine is not
a neurotoxic chemical and there is no
need for a developmental neurotoxicity
study or additional UFs to account for
neurotoxicity. Possible neurological
clinical signs (excessive salivation and
hunched posture/hypoactivity) were
observed in chronic studies in rats and
mice but were not dose-related or
statistically significant. Excessive
salivation in the chronic study in dogs
showed a treatment related dose
response. However, the effect was not
consistent with a neurological adverse
effect since it was seen prior to dosing
and was a persistent finding throughout
the study. In addition, no evidence of
neuropathology was observed in the
available studies. Therefore, it was
determined that there was no evidence
of neurotoxicity. Based on the weight of
evidence, the Agency determined that a
developmental neurotoxicity study is
not required.

iii. There is no evidence that dodine
results in increased susceptibility in in
utero rats or rabbits in the prenatal
developmental studies or in young rats
in the 2—generation reproduction study.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on Agency
recommended tolerance-level residues
and health-protective modeling
assumptions. Although PCT estimates
were used for crops with existing
tolerances, the use of tolerance values
for residue levels will likely
overestimate actual exposures. EPA
made conservative (protective)
assumptions in the ground and surface
water modeling used to assess exposure
to dodine in drinking water. EPA used
similarly conservative assumptions to
assess postapplication exposure of
children as well as incidental oral
exposure of toddlers. These assessments
will not underestimate the exposure and
risks posed by dodine.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic pesticide exposures are safe by
comparing aggregate exposure estimates
to the aPAD and cPAD. The aPAD and
cPAD represent the highest safe
exposures, taking into account all
appropriate SFs. EPA calculates the
aPAD and cPAD by dividing the POD by
all applicable UFs. For linear cancer
risks, EPA calculates the probability of
additional cancer cases given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the

estimated aggregate food, water, and
residential exposure to the POD to
ensure that the MOE called for by the
product of all applicable UFs is not
exceeded.

1. Acute risk. An acute aggregate risk
assessment takes into account exposure
estimates from acute dietary
consumption of food and drinking
water. No adverse effect resulting from
a single-oral exposure was identified
and no acute dietary endpoint was
selected. Therefore, dodine is not
expected to pose an acute risk.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to dodine from
food and water will utilize 20% of the
cPAD for (children 1-2 years of age) the
population group receiving the greatest
exposure. Although dodine is not
currently registered for any use patterns
that would result in residential
exposure, DGH is currently registered
for uses that could result in long-term
residential post-application exposure
and the Agency has determined that it
is appropriate to aggregate chronic
exposure to dodine through food and
water with long-term residential post-
application exposure to DGH. EPA has
concluded that the combined long-term
food, water, and dermal exposure for
infants wearing diapers containing DGH
treated material results in aggregate
MOE:s as follows: 300 when using a 5%
transfer factor and 100 when using a
30% transfer factor. The Agency
believes that a transfer factor of 30% is
an overestimate of exposure in
determining the amount of DGH
transferred to infants from diapers based
on a transfer study using dodine-treated
paper exposed to extreme conditions.
Additionally, the Agency has requested
an impregnated diaper migration study
as confirmatory data.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account short- and
intermediate-term residential exposure
plus chronic exposure to food and water
(considered to be a background
exposure level).

Although dodine is not registered for
any use patterns that would result in
residential exposure, DGH is currently
registered for uses that could result in
short- and intermediate-term residential
exposure and the Agency has
determined that it is appropriate to
aggregate chronic exposure to dodine
through food and water with short- and
intermediate-term residential exposures
to DGH.

Using the exposure assumptions
described in this unit for short- and
intermediate-term exposures, EPA has

concluded the short- and intermediate-
term combined food, water, and
residential exposures aggregated result
in aggregate MOEs of 4,500 for adult
males handling paint and 4,600 for
adult females handling paint do not
exceed the Agency’s level of concern.
EPA has concluded that the combined
intermediate-term food, water, and
dermal exposure for infants wearing
diapers containing DGH treated material
results in aggregate MOEs of 640 when
using a 5% transfer factor and 120 when
using a 30% transfer factor. For the
reasons stated in Unit IILE.2. the
Agency believes the risks do not exceed
the Agency’s level of concern.

4. Aggregate cancer risk for U.S.
population. Based on its weight of the
evidence calculation, the Agency
believes that there is no cancer risk
associated with the use of dodine.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children
from aggregate exposure to dodine
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
(liquid chromatography/mass
spectrometry/mass spectrometry) is
available to enforce the tolerance
expression. The method may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

There are no Codex, Canadian, or
Mexican maximum residue limits for
dodine on bananas or peanuts.

C. Response to Comments

There was one favorable comment
from Del Monte in favor of establishing
the tolerance for use of dodine on
bananas in order to control black
sigatoka disease.

D. Revisions to Petitioned-For
Tolerances

The proposed tolerance of 0.03 ppm
for residues of dodine on peanuts was
revised to 0.013 ppm because the
tolerances were proposed in terms of
dodine free base, and the Agency
recalculated the residue results in terms
of dodine using a molecular weight
conversion factor of 1.258.
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V. Conclusion

Therefore, tolerances are established
for residues of dodine, n-
dodecylguanidine acetate, in or on
bananas at 0.50 ppm and on peanuts at
0.013 ppm.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,

the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note).

VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: July 25, 2008.
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapterIis
amended as follows:

PART 180—AMENDED
m 1. The authority citation for part 180

continues to read as follows:
Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.172 is amended by
alphabetically adding the following
commodities to the table in paragraph
(a) to read as follows:

§180.172 Dodine; tolerances for residues.

(a)***

: Parts per
Commodity million
Banana ........ccccciiiiiiiniiieeen, 0.50
Peanut ........ccocoiiieiiiieeee 0.013
* * * * *

[FR Doc. E8-17934 Filed 8-5—08; 8:45 am]
BILLING CODE 6560-50-S
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NUCLEAR REGULATORY
COMMISSION

10 CFR Part 35
RIN 3150-AI26
[NRC—-2008-0071]

Medical Use of Byproduct Material—
Amendments/Medical Event
Definitions

AGENCY: Nuclear Regulatory
Commission.

ACTION: Proposed rule.

SUMMARY: The Nuclear Regulatory
Commission (NRC) is proposing to
amend its regulations that govern
medical use of byproduct material
related to reporting and notifications of
medical events (MEs) to clarify
requirements for permanent implant
brachytherapy. The proposed
amendments would change the criteria
for defining an ME for permanent
implant brachytherapy from dose-based
to activity-based; add a requirement to
report, as an ME, any administration
requiring a written directive (WD) if a
WD was not prepared; clarify
requirements for WDs for permanent
implant brachytherapy; and make
certain administrative and clarification
changes.

These amendments regarding
permanent implant brachytherapy are
being proposed in response to several
incidents involving therapeutic use of
byproduct material. The proposed
changes are based in part on
recommendations from NRC’s Advisory
Committee on the Medical Use of
Isotopes (ACMUI) and the NRC’s
Medical Radiation Safety Team. This
proposed rule would affect all medical
licensees that perform procedures using
byproduct material that require
completion of a WD.

DATES: The comment period expires
October 20, 2008. Comments received
after this date will be considered if it is
practical to do so, but the NRC is able
to assure consideration only for

comments received on or before this
date.

ADDRESSES: Please include the following
number RIN 3150—AI26 in the subject
line of your comments. Comments on
rulemakings submitted in writing or in
electronic form will be made available
to the public in their entirety on the
NRC’s Web site in the Agencywide
Documents Access and Management
System (ADAMS) and at http://
www.regulations.gov. Personal
information, such as your name,
address, telephone number, e-mail
address, etc., will not be removed from
your submission. You may submit
comments by any one of the following
methods.

Electronically: Via the Federal
eRulemaking Portal (Docket ID NRC—
2008—0071) and follow instructions for
submitting comments. Address
questions about this docket to Carol
Gallagher 301-415-5905; e-mail
Carol.Gallagher@nrc.gov.

Mail comments to: Secretary, U.S.
Nuclear Regulatory Commission,
Washington, DC 20555—0001, ATTN:
Rulemakings and Adjudications Staff.

E-mail comments to:
Rulemaking.Comments@nrc.gov. If you
do not receive a reply e-mail confirming
that we have received your comments,
contact us directly at 301-415—1966.

Hand deliver comments to: 11555
Rockville Pike, Rockville, Maryland
20852, between 7:30 a.m. and 4:15 p.m.
Federal workdays. (Telephone 301-415—
1966).

Fax comments to: Secretary, U.S.
Nuclear Regulatory Commission at 301—
415-1101.

You may submit comments on the
information collections by the methods
indicated in the Paperwork Reduction
Act Statement.

Publicly available documents related
to this rulemaking may be viewed
electronically on the public computers
located at the NRC’s Public Document
Room (PDR), Room O-1 F21, One White
Flint North, 11555 Rockville Pike,
Rockville, Maryland. The PDR
reproduction contractor will copy
documents for a fee.

Publicly available documents created
or received at the NRC after November
1, 1999, are available electronically at
the NRC’s Electronic Reading Room at
http://www.nrc.gov/reading-rm/
adams.html. From this site, the public
can gain entry into ADAMS, which

provides text and image files of NRC’s
public documents. If you do not have
access to ADAMS or if there are
problems in accessing the documents
located in ADAMS, contact the PDR
Reference staff at 1-800-397—4209, 301—
415-4737 or by e-mail to
pdr.resource@nrc.gov.

FOR FURTHER INFORMATION CONTACT:
Edward M. Lohr, Office of Federal and
State Materials and Environmental
Management Programs, U.S. Nuclear
Regulatory Commission, Washington,
DC 20555-0001, telephone 301-415—
0253, e-mail, Edward.Lohr@nrc.gov.
SUPPLEMENTARY INFORMATION:

1. Background
II. Discussion

A. What Action Is the NRC Taking?

B. Who Would This Action Affect?

C. What Steps Did NRC Take To Involve
the Public in This Proposed Rulemaking?

D. Why Change the ME Criteria for
Permanent Implant Brachytherapy?

E. Would All MEs for Permanent Implant
Brachtheryapy Be Assessed in Terms of
Activity?

F. Why Add an ME Criterion for Failure To
Prepare a WD When Required?

G. Can the Authorized User (AU) Modify
the Preimplantation WD During the
Administration of Brachythrapy?

H. Where Does the 20 Percent Deviation
From the Preimplantation WD Originate?

I. Would One Sealed Source Implanted
Beyond the 3 cm Boundary Constitute an
ME?

J. What Are the New Information
Requirements for a Brachytherapy WD?

K. Has NRC Prepared a Cost-Benefit
Analysis of the Proposed Actions?

L. Has NRC Evaluated the Paperwork
Burden to Licensees?

M. What Should I Consider as I Prepare My
Comments to NRC?

III. Discussion of Proposed Amendments by
Section

IV. Criminal Penalties

V. Agreement State Compatibility

VI. Plain Language

VII. Voluntary Consensus Standards

VIII. Environmental Impact: Categorical
Exclusion

IX. Paperwork Reduction Act Statement

X. Regulatory Analysis

XI. Regulatory Flexibility Certification

XII. Backfit Analysis

I. Background

MEs are events that meet the criteria
in 10 CFR 35.3045(a) or (b). These
events are incidents in which the end
result of a medical use of radioactive
material is significantly different from
what was planned. The ME could be a
result of an error in calculating or
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delivering a radiation dose,
administering the wrong radionuclide or
the wrong amount of the correct
radionuclide, or other factors that are
described in 10 CFR 35.3045.

Medical licensees are required to
report MEs to the NRC and to notify the
referring physician and the individual
who is the subject of the ME so that: (1)
NRC is aware of the events that led to
the unplanned outcome, to determine
what actions, if any, need to be taken to
prevent recurrence; (2) other medical
use licensees can be made aware of
generic problems that result in MEs; and
(3) patients and their physicians can
make timely decisions regarding
remedial and prospective health care.

For all medical uses, the variance
criterion threshold for licensee
submission of an ME report is an
administered total dose (or dosage) that
differs from the prescribed dose (or
dosage), as defined in the WD, by more
than 20 percent. The basis for this ME
criterion reporting threshold is that
variances of this magnitude may reflect
quality assurance (QA) problems with
the licensees’ programs and also have
the potential to result in harm to the
patient. This 20 percent criterion, and
others relating to reporting of MEs,
appears in 10 CFR 35.3045. 10 CFR
35.40 establishes the requirements for a
WD.

Several medical use events in 2003
involving therapeutic use of byproduct
material, as well as advice from ACMUI,
prompted the NRC to reconsider the
appropriateness and adequacy of the
regulations for MEs and WDs with
regard to use of byproduct material that
require completion of a WD. These
medical use events included the
implantation of brachytherapy sources
in the wrong treatment site by several
licensees. Other medical use events
were not reportable as MEs because a
WD was not prepared for use of
byproduct material when a WD was
required, and under current regulations
such events are not reportable as MEs.
In addition, there is no basis for
determining whether an ME has
occurred.

Another issue identified from these
medical use events was that criteria for
MEs for permanent implant
brachytherapy are dose-based. Under
current regulations, determining
whether an ME has occurred for
permanent implant brachytherapy is not
done until the dose to the treatment site
is determined, and often this is not done
for some time after the procedure.
ACMUI recommended that the criteria
for defining most MEs for permanent
implant brachytherapy be based on
activity, which allows for a

determination if an ME has occurred at
the end of the procedure. Activity-based
criteria allows for earlier recognition by
the licensee that an ME has occurred
and allows corrective actions to be taken
sooner, resulting in an increase in the
health and safety of the patient.
Additionally, because the AU can
control where the brachytherapy
sources are implanted, activity-based
ME criteria would result in fewer
occurrences of MEs for permanent
implant brachytherapies.

ACMUL, in considering the issue of
defining MEs involving permanent
implant brachytherapy, concluded that
the 20 percent variance from the
prescription criterion in the existing
rule continued to be appropriate for
permanent implant brachytherapy if
both the prescription and the variance
could be expressed in units of activity,
rather than in units of dose, because
there is no suitable clinically used dose
metric available for judging the
occurrence of MEs. The NRC staff agrees
that, for permanent implant
brachytherapy, total source strength
(activity-based) is an acceptable
alternative to total dose (dose-based) for
the purpose of determining the
occurrence of most MEs.

In March 2004, the NRC staff began its
interactions with the ACMUI on issues
relating to the adequacy of ME criteria
for permanent implant brachytherapy.
ACMUI established a Medical Event
Subcommittee (MESC) in October 2004
to develop ACMUI recommendations on
these issues. In June 2005, ACMUI
received and approved, with
modification, the recommendations
prepared by the MESC.

The ACMUI recommendations
included:

1. For all permanent implants, most
MEs should be defined in terms of the
total source strength implanted in the
treatment site, not in terms of absorbed
dose.

2. Any implant in which the total
source strength implanted in the
treatment site deviates from the WD by
more than 20 percent (in either
direction) should be classified as an ME.

3. Implants in which more than 20
percent of the total source strength
documented in the preimplantation WD
is implanted in tissue or organs adjacent
to the treatment site [within 3
centimeters (cm) (1.2 in.) of the
treatment site boundary] should be
classified as MEs.

4. Implants should be classified as
MEs if:

a. Sealed radioactive sources (seeds)
are implanted in distant [beyond 3 cm
(1.2 in.) from the treatment site
boundary] tissue or organs;

b. The excess dose to the distant
tissue or organ exceeds 0.5 Sv (50 rem);
and

c. The excess dose to the tissue or
organ is at least 50 percent greater than
the dose that would have been delivered
if the seeds had been implanted in the
correct tissue volume.

5. An implant is an ME if the dose
calculations used to determine the total
source strength documented in the WD,
to achieve the authorized user’s
intention for absorbed dose to the
treatment site, are in error by more than
20 percent in either direction.

6. The AU is to complete any
revisions (to the WD for permanent
implants) to account for any medically
necessary plan adaptations before the
patient is released from licensee control
after the implantation procedure and
immediate post-operative period.

7. Seeds that were correctly implanted
but subsequently migrated are excluded
as grounds for any ME.

ACMUI meetings on these issues were
noticed in the Federal Register and
open to the public. Members of the
public participated in discussions of
these matters during the meetings.

Based on the ACMUI and NRC staff
recommendations, the Commission
directed the NRC staff in a Staff
Requirements Memorandum (SRM—
SECY-05-0234, February 15, 2006) to:

(1) Retain the 20 percent delivered
dose variation in 10 CFR 35.3045(a) as
an appropriate threshold for ME
reporting for all medical use modalities
except permanent implant
brachytherapy; and

(2) Develop a proposed rule to modify
both the WD requirements in 10 CFR
35.40 and the ME reporting
requirements in 10 CFR 35.3045 for
permanent implant brachytherapy
medical use to convert from dose-based
to activity-based.

II. Discussion

A. What Action Is the NRC Taking?

The NRC is proposing to modify 10
CFR 35.40 and 35.3045 to establish
separate ME criteria and WD
requirements for permanent implant
brachytherapy. This proposed
amendment would add as an ME a
criterion for the failure to prepare a WD
when required. Additionally, the
proposed rule would make minor
administrative and clarification
changes.

Section 35.3045 would be
restructured to create separate
paragraphs specific to ME criteria for
permanent implant brachytherapy (such
as seeds and microspheres). Regulations
for all other uses of byproduct material
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requiring a WD (such as temporary
implant brachytherapy and
radiopharmaceuticals) would be left
combined. Additionally, minor changes
would also be made to the language in
the regulations to accommodate this
proposed revision.

B. Who Would This Action Affect?

This proposed rule would affect all
NRC and Agreement State medical
licensees who perform procedures using
byproduct material that require
completion of a WD.

C. What Steps Did NRC Take To Involve
the Public in This Proposed
Rulemaking?

The NRC took several initiatives to
enhance stakeholder involvement and to
improve efficiency during the
rulemaking process. Public input was
solicited on the preliminary draft rule
language via http://www.regulations.gov
(Docket ID # NRC-2008-0071) on
February 8, 2008, and noticed in the
Federal Register on February 15, 2008.
Additionally, the preliminary draft rule
language and information on how to
provide input was sent out on the NRC’s
Medical List Server on February 8, 2008.
All public input on the preliminary
draft rule language received was
considered in formulating this proposed
rule.

After consideration of public input on
the preliminary language, the NRC
revised the proposed language related to
information required on a
preimplantation WD and made other
clarifications to the proposed
regulations. The NRC also received
comments that concerned the technical
basis for this rulemaking. These
comments will be considered with all
other public comments received during
the comment period on this proposed
rule.

In addition, this proposed rule is
based partly on recommendations from
ACMUIL. The issues were addressed in
ACMUT’s briefing to the Commissioners
on March 2, 2004, and discussed in its
March 2004 meeting. As a result of
ACMUT’s briefing, the Commission
directed the NRC staff in SRM—
M040302B, dated March 16, 2004, to
provide recommendations concerning
the current ME definition.

A MESC was established by ACMUI at
its October 2004 meeting to develop
recommendations on these issues.
ACMUI subsequently considered these
issues: (1) As the principal subject of its
mid-cycle teleconference in January
2005 and during a March 2005
teleconference; (2) during the ACMUI
spring meeting in April 2005; and (3) as
the principal subject of a teleconference

in June 2005. MESC’s recommendations
were accepted by ACMUI and
forwarded to the NRC on July 19, 2005.

ACMUI meetings on these issues were
noticed in the Federal Register and
open to the public. Members of the
public participated in discussions of
these matters during the meetings.

D. Why Change the ME Criteria for
Permanent Implant Brachytherapy?

Currently, the ME criteria for
permanent implant brachytherapy are
dose-based. The proposed rule would
define ME criteria in terms of the total
source strength (activity-based) rather
than dose or dosage (dose-based). This
change focuses on what the AU can
control; namely, into which organ or
treatment site the sources are implanted,
instead of the absorbed dose
distribution, over which AU control is
limited. Additionally, for the most
commonly practiced forms of image-
guided source implantation, definitive
dose distributions may not be available
until several weeks after completion of
the procedure. On the other hand, the
number of sources implanted in the
treatment site (and hence total source
strength) can be assessed before
releasing the patient from licensee
control (e.g., via intraoperative imaging
for prostate implants).

Criteria for defining an ME for
permanent implant brachytherapy
would address situations that are
specific to permanent implant
brachytherapy. Currently, the criteria for
defining an ME for permanent implant
brachytherapy are incorporated into
requirements for temporary implant
brachytherapy and therapeutic use of
unsealed byproduct materials.

E. Would All MEs for Permanent
Implant Brachytherapy Be Assessed in
Terms of Activity?

The proposed rule would allow for a
limited situation in which a dose-based
criterion is retained in assessing if an
ME occurred in permanent implant
brachytherapy. Specifically, prior to
implantation, an AU prescribes his or
her treatment intention in units of
absorbed dose to the treatment site, and
the intended dose along with the
corresponding calculated total source
strength is documented in the
preimplantation WD. However, an error
may be made in the calculations used to
determine the total source strength that
will deliver the desired dose. As a
result, although the prescribed total
source strength is delivered, the
intended dose to the treatment site is
not achieved. If an ME were assessed
solely in terms of whether the correct
source strength specified in the

preimplantation WD was implanted,
treatment planning errors, many of
which could adversely affect the
patient’s clinical outcome, would not be
subject to regulatory oversight.
Therefore, as recommended by ACMUI,
the proposed rule would provide in

§ 35.3045(a)(3) that an administration is
an ME if an error in the calculations
used to determine the total source
strength documented in the
preimplantation WD results in a
delivered dose differing by more than 20
percent from the intended dose to the
treatment site.

F. Why Add an ME Criterion for Failure
To Prepare a WD When Required?

Under current regulations, a WD must
be dated and signed by an AU before the
administration of I-131 sodium iodine
greater than 1.1 megabecquerels (30
microcuries), any therapeutic dosage of
unsealed byproduct material, or any
therapeutic dose of radiation from
byproduct material. Prescribed dosage
and dose are defined differently in
§35.2.

The NRC has determined that all
therapeutic and certain diagnostic
procedures involving radioactive
material, sealed or unsealed, must have
WDs to ensure that the health and safety
of the patient is protected. Unintended
events have occurred at licensed
facilities in which therapeutic doses
requiring a WD have been administered
to patients without a WD. These
incidents were not reportable or subject
to the requirements of the current
regulations for determining if an ME has
occurred because a WD was not
prepared. Under the current regulations,
if a WD is not prepared for therapeutic
procedures that prescribe dose or
dosage, then licensees do not have a
basis for determining if an ME has
occurred, nor is there a requirement to
report such an event as an ME to the
NRC. Adding a criterion that an incident
must be reported as an ME if there has
been a failure to prepare a WD when
required would ensure that the health
and safety of medical patients are
protected.

G. Can the AU Modify the
Preimplantation WD During the
Administration of Brachytherapy?

No. Making changes to the
preimplantation WD would constitute
revising the WD. As is also provided by
the current regulations, revisions to the
WD must be made before implantation
begins. The reason the preimplantation
WD cannot be changed is that the
preimplantation WD serves as the basis
for determining if an ME has occurred.
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However, the current regulations
specify that after implantation but
before completion of the procedure,
certain information required by the
regulations must be added to the WD.
The current regulations do not clearly
define “completion of the procedure”
for permanent implant brachytherapy.
As aresult, there has been confusion as
to when the required information must
be added to the WD. The proposed rule
would clarify that this information must
be added after administration, but
before the patient leaves the post-
treatment recovery area.

The requirement in the current
regulation to document the treatment
site and nuclide on the WD after
administration for permanent implant
brachytherapy would be removed
because this information is already
required by the preimplantation WD
and modifying these two items after the
procedure has begun would constitute a
revision of the WD. A requirement for
the AU to sign the WD after
administration but before the patient
leaves the post-treatment recovery area
would be added to ensure that the
information added to the WD has been
reviewed and approved by the AU. This
change would clarify the intent of the
current regulation that the AU must
approve all required information on the
WD.

H. Where Does the 20 Percent Deviation
From the Preimplantation WD
Originate?

ACMUI, in its recommendations to
the NRC, stated that “any implant in
which the total source strength
implanted in the treatment site deviates
from the written directive by more than
20 percent (in either direction) should
be classified as an ME.” The rationale
for this recommendation was that the
AU should be afforded the option of
positioning up to 20 percent of the total
source strength for seed implantation
into tissue or organs adjacent to the
treatment site. For example, in treating
the prostate with permanent implant
brachytherapy, a small number of
radioactive seeds need to be placed 2—
10 millimeters outside the prostate in
order to provide adequate dosimetric
coverage. In addition, the 20 percent
latitude also accounts for variations in
treatment-site definition, difficulties in
visualizing the target organ by
intraoperative imaging, and other
phenomena that contribute to
uncertainty in estimating the fraction of
seeds implanted in the treatment site.

The 20 percent dose threshold is
comparable to the variation encountered
in normal medical practice, due mainly
to the limited control the AU has over

the positioning of seeds and hence the
dose delivered by permanent implants.
Raising the relative absorbed dose
threshold (e.g., to 50 percent), would
reduce the number of clinically
acceptable implants deemed to be MEs,
but would not take into consideration
implants that constitute technical errors
with quality assurance (QA) significance
that could relate to health issues.

I. Would One Sealed Source Implanted
Beyond the 3 cm Boundary Constitute
an ME?

Yes, with the exception of sealed
sources that migrate after implantation,
a single brachytherapy source implanted
beyond 3 cm from the outside boundary
of the treatment site would constitute an
ME. In its recommendations to the NRC
(SECY-05-0234, December 27, 2005,
Enclosure 2), ACMUI distinguished
between two scenarios for defining MEs
for implants outside the treatment site.

The first scenario relates to sealed
sources permanently implanted in
tissue or organs adjacent to the
treatment site. In this case, ACMUI
recommended that up to 20 percent of
the total source strength documented in
the preimplantation WD be allowed in
the adjacent area before being
considered an ME. ACMUI concluded
that “a 20 percent threshold strikes a
reasonable balance between permitting
seed implantation outside of the target
to boost peripheral doses [a medically
legitimate objective] and detecting gross
mispositioning of seeds into an adjacent
organ rather than the intended treatment
site.” ACMUI recommended that 3 cm
from the outside boundary of the
treatment site be used to define the
adjacent area.

The second scenario relates to sealed
sources permanently implanted in
tissue or organs beyond the adjacent
area (3 cm) of the treatment site. In this
case, ACMUI concluded that tissues and
organs that are more than 3 cm from the
outside treatment site boundary would
be considered distant sites and that any
sealed source implanted beyond the 3
cm boundary would constitute an ME.
Both of ACMUTI’s recommendations
have been incorporated into this
proposed rule.

J. What Are the New Information
Requirements for a Brachytherapy WD?

Information that is required in a WD
is crucial to ensuring that a patient
receives the appropriate treatment.
Therefore, based on recommendations
from ACMUI, the specific WD
requirements for permanent implant
brachytherapy would be changed from
dose-based to activity-based.

The permanent implant
brachytherapy WD requirements would
include specifying at what point a
permanent implant brachytherapy
procedure is considered to be complete.
ACMUYI, in its recommendations to the
NRC, noted that “completion of the
procedure” is not currently defined in
Part 35.

Requiring the AU to sign the WD after
administration but before the patient
leaves the post-treatment area would
ensure that the information added to the
WD has been reviewed and approved by
the AU. This change would clarify the
intent of the current regulation that the
AU approve all required information on
the WD.

K. Has NRC Prepared a Cost-Benefit
Analysis of the Proposed Actions?

The NRC staff has prepared a draft
Regulatory Analysis for this rulemaking.
This analysis shows a reduction in cost
by approximately $5,211 annually from
this proposed rule. More detailed
information on this subject is in Section
XI of this document.

L. Has NRC Evaluated the Paperwork
Burden to Licensees?

This proposed rule would contain
new or amended information collection
requirements that are subject to the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.). The NRC staff has
estimated the impact this proposed rule
would have on reporting and
recordkeeping requirements of NRC and
Agreement State licensees. The NRC
seeks public comment on these
estimates of reduced burden to licensees
from the proposed rule. More
information on this subject is in section
IX, Paperwork Reduction Act Statement,
of this document.

M. What Should I Consider as I Prepare
My Comments to NRC?

Commenters may wish to consider the
following in providing their comments:

(1) Identify the rulemaking (RIN
3150-Al26);

(2) Explain why you agree or disagree;
suggest alternatives and substitute
language for your requested changes;

(3) Describe any assumptions and
provide any technical information and/
or data that you used;

(4) If you estimate potential costs or
burdens, explain how you arrived at
your estimate in sufficient detail to
allow for it to be reproduced;

(5) Provide specific examples to
illustrate your concerns, and suggest
alternatives;

(6) Explain your views as clearly as
possible;
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(7) Make sure to submit your
comments by the comment period
deadline identified; and

(8) See Section VI of the
Supplemental Information for the
request for comments on the use of
plain language, Section IX for the
request for comments on the
information collection, and Section XI
for the request for comments on the
draft regulatory analysis.

III. Discussion of Proposed
Amendments by Section

1. Section 35.40 Written Directives

This section would be amended to
create specific requirements for a WD
for permanent implant brachytherapy.
The section would be restructured to
accommodate the specific requirements
for a WD for permanent implant
brachytherapy. Additionally, there
would be an administrative change to
the paragraph numbering.

2. Section 35.3045 Report and
Notification of a Medical Event

This section would be amended to
separately establish the criteria for MEs
involving permanent implant
brachytherapy. The proposed
amendment would change the
requirements for defining most MEs for
permanent implant brachytherapy from
dose-based to activity-based. A
requirement would be added to report,
as an ME, any administration requiring
a WD if a WD was not prepared. In
addition, the NRC is proposing to make
certain administrative and clarification
changes including an update to reflect
the new NRC Operations Center phone
number.

IV. Criminal Penalties

For the purpose of section 223 of the
Atomic Energy Act (AEA), the
Commission is proposing to amend 10
CFR Part 35 under one or more of
sections 161b, 161i, or 1610 of the AEA.
Willful violations of the rule would be
subject to criminal enforcement.

V. Agreement State Compatibility

Under the “Policy Statement on
Adequacy and Compatibility of
Agreement State Programs” approved by
the Commission on June 30, 1997 (62 FR
46517), specific requirements within
this rule should be adopted by
Agreement States for purposes of
compatibility or because of health and
safety significance. Implementing
procedures for the Policy Statement
establish specific categories which have
been applied to categorize the
requirements in Part 32 and 35. A
Compatibility Category “A’’ designation
means the requirement is a basic

radiation protection standard or deals
with related definitions, signs, labels, or
terms necessary for a common
understanding of radiation protection
principles. Compatibility Category “A”
designated Agreement State
requirements should be essentially
identical to those of the NRC. A
Compatibility Category “B”’ designation
means the requirement has significant
transboundary implications.
Compatibility Category “B’’ designated
Agreement State requirements should be
essentially identical to those of the NRC.
A Compatibility Category “C”
designation means the essential
objectives of the requirement should be
adopted by the State to avoid conflicts,
duplications, or gaps. The manner in
which the essential objectives are
addressed in the Agreement State
requirement need not be the same as
NRC provided the essential objectives
are met. A Compatibility Category “D”
designation means the requirement does
not have to be adopted by an Agreement
State for purposes of compatibility. The
Compatibility Category Health & Safety
(H&S) identifies program elements that
are not required for purposes of
compatibility, but have particular health
and safety significance. States should
adopt the essential objectives of such
program elements in order to maintain
an adequate program.

SUMMARY OF NRC RULES WITH COM-
PATIBILITY OR HEALTH AND SAFETY
DESIGNATIONS UNDER THE PRO-
POSED RULE COVERING 10 CFR
PART 35

Spe;i%rrla%r;]d Section title
Category C
§35.3045 ....... Report and notification of a
medical event.
Category D
§35.40(c) ....... Written directives.
Category H&S
§35.40(b) ....... Written directives.

VL. Plain Language

The Presidential Memorandum “Plain
Language in Government Writing”
published June 10, 1998 (63 FR 31883),
directed that the Government’s
documents be in clear and accessible
language. The NRC requests comments
on this proposed rule specifically with
respect to the clarity and effectiveness
of the language used. Comments should

be sent to the address listed under the
ADDRESSES heading.

VII. Voluntary Consensus Standards

The National Technology Transfer
and Advancement Act of 1995 (Pub. L.
104-113) requires that Federal agencies
use technical standards that are
developed or adopted by voluntary
consensus standards bodies unless the
use of such a standard is inconsistent
with applicable law or otherwise
impractical. In this proposed rule, the
NRC would amend 10 CFR 35.40 and
35.3045 to revise the criteria for
defining MEs and clarify requirements
for WDs for permanent implant
brachytherapy. This action does not
constitute the establishment of a
standard that establishes generally
applicable requirements.

VIII. Environmental Impact:
Categorical Exclusion

The NRC has determined that this
proposed rule is the type of action
described in categorical exclusion 10
CFR 51.22(c)(3). Therefore neither an
environmental impact statement nor an
environmental assessment has been
prepared for this proposed rule.

IX. Paperwork Reduction Act
Statement

This proposed rule contains new or
amended information collection
requirements that are subject to the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.). This proposed rule
has been submitted to the Office of
Management and Budget for review and
approval of the information collection
requirements.

Type of submission, new or revision:
Revision.

The title of the information collection:
Part 35 Medical Use of Byproduct
Material—Amendments/Medical Event
Definitions.

The form number if applicable: N/A.

How often the collection is required:
As events occur. Historically, the
number of MEs reported from the NRC
and Agreement State medical licensees
have averaged 35 annually.

Who will be required or asked to
report: NRC and Agreement State
medical licensees who perform
therapeutic procedures using byproduct
material.

An estimate of the number of annual
responses: —2 (reduction of one from
NRC medical licensees and one from
Agreement State licensees).

The estimated number of annual
respondents: — 2 (reduction of one from
NRC medical licensees and one from
Agreement State licensees).
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An estimate of the total number of
hours needed annually to complete the
requirement or request: Reduction of
—20.2 hours (10.1 hours per response).

Abstract: The NRC is proposing to
amend 10 CFR 35.40 and 35.3045 to
revise the criteria for defining MEs and
clarify requirements for WDs for
permanent implant brachytherapy. The
proposed amendments would change
the criteria for defining an ME for
permanent implant brachytherapy from
dose-based to activity-based; add a
requirement to report, as an ME, any
administration requiring a WD if a WD
was not prepared; clarify requirements
for WDs for brachytherapy; and would
make certain administrative and
clarification changes.

These proposed amendments
regarding permanent implant
brachytherapy are based in part on
ACMUI recommendations and on the
NRC’s Medical Radiation Safety Team
recommendations in response to several
incidents involving therapeutic use of
byproduct material. This proposed rule
would affect all medical licensees that
perform therapeutic procedures using
byproduct material.

The NRC is seeking public comment
on the potential impact of the
information collections contained in
this proposed rule and on the following
issues:

1. Is the proposed information
collection necessary for the proper
performance of the functions of the
NRC, including whether the information
will have practical utility?

2. Is the estimate of burden accurate?

3. Is there a way to enhance the
quality, utility, and clarity of the
information to be collected?

4. How can the burden of the
information collection be minimized,
including the use of automated
collection techniques?

A copy of the OMB clearance package
may be viewed free of charge at the NRC
Public Document Room, One White
Flint North, 11555 Rockville Pike, Room
0O-1 F21, Rockville, Maryland 20852.
The OMB clearance package and rule
are available at the NRC worldwide Web
site: http://www.nrc.gov/public-involve/
doc-comment/omb/index.html for
60 days after the signature date of this
notice.

Send comments on any aspect of
these proposed information collections,
including suggestions for reducing the
burden and on the above issues, by
September 5, 2008 to the Records and
FOIA/Privacy Services Branch (T-5
F52), U.S. Nuclear Regulatory
Commission, Washington, DC 20555—
0001, or by Internet electronic mail to
INFOCOLLECTS.RESOURCE@NRC.GOV

and to the Desk Officer, Nathan J. Frey,
Office of Information and Regulatory
Affairs, NEOB-10202, (3150-0010),
Office of Management and Budget,
Washington, DC 20503. Comments
received after this date will be
considered if it is practical to do so, but
assurance of consideration cannot be
given to comments received after this
date. You may also e-mail comments to
Nathan_J._Frey@omb.eop.gov or
comment by telephone at (202) 395—
7345.

Public Protection Notification

The NRC may not conduct or sponsor,
and a person is not required to respond
to, a request for information or an
information collection requirement
unless the requesting document
displays a currently valid OMB control
number.

X. Regulatory Analysis

The Commission has prepared a draft
regulatory analysis on this proposed
regulation and has included it in this
document. The analysis examines the
costs and benefits of the alternatives
considered by the Commission.

1. Introduction

The NRC proposes to amend its
regulations to revise the criteria for
defining MEs and clarify requirements
for WDs for permanent implant
brachytherapy. The rule would amend
10 CFR 35.40 and 35.3045. The
proposed amendments would change
the criteria for defining an ME for
permanent implant brachytherapy from
dose-based to activity-based; would add
a requirement to report, as an ME, any
administration requiring a WD if a WD
was not prepared; would clarify
requirements for WDs for
brachytherapy, and would make certain
administrative and clarification
changes.

This proposed rule regarding
permanent implant brachytherapy is
based in part on the recommendations
from ACMUI and the NRC’s Medical
Radiation Safety Team in response to
several incidents involving
brachytherapy. The issues raised by
these incidents were discussed in
several ACMUI public meetings. Public
input was solicited during the
development of the proposed rule
language.

Several medical use events involving
therapeutic use of byproduct material in
2003, as well as advice from ACMUI,
prompted the NRC to reconsider the
appropriateness and adequacy of the
regulations for MEs and WDs with
regard to therapeutic use of byproduct
material.

1.1 Description of the Proposed Action

The proposed rule would amend
§ 35.3045 to change the criteria for
defining an ME for permanent implant
brachytherapy in terms of total source
strength implanted rather than in terms
of absorbed dose. The proposed rule
does retain a limited dose-based ME
criterion as recommended by ACMUL
This criterion applies if the calculations
used to determine the total source
strength documented in the WD are in
error by more than 20 percent. As in the
current regulations, source migration
would be specifically excluded as
grounds for treatment-site-accuracy
MEs. One additional ME criterion
would be added that would require a
medical licensee to report, as an ME,
any administration requiring a WD if a
WD was not prepared.

Section 35.40 would be amended to
clarify requirements for WDs required
for permanent implant brachytherapy
for before and after administration. A
detailed analysis of this amendment is
included in Section 4 of this Regulatory
Analysis.

The proposed rule would also make
certain administrative and clarification
changes. These changes include
updating the phone number for the NRC
Operations Center, revising the
numbering of various paragraphs in
§§35.40 and 35.3045, and other minor
clarifications.

1.2 Need for the Proposed Action

The change from a dose-based to an
activity-based criterion for establishing
criteria for MEs for permanent
brachytherapy implants is proposed
because the current dose-based criteria
do not adequately address MEs for
permanent brachytherapy implants.

Several medical use events involving
therapeutic use of byproduct material in
2003, as well as advice from ACMUI,
prompted the NRC to reconsider the
appropriateness and adequacy of the
regulations for MEs and WDs with
regard to use of byproduct material that
require completion of a WD. These
medical use events included the
implantation of brachytherapy sources
in the wrong treatment site by several
licensees. Other medical use events
were not reportable as MEs because a
WD was not prepared for use of
byproduct material when a WD was
required, and under current regulations
such events are not reportable as MEs.
In addition, there is no basis for
determining whether an ME has
occurred.

Another issue identified from these
medical use events was that criteria for
ME:s for permanent implant
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brachytherapy are dose-based. Under
current regulations, determining
whether an ME had occurred for
permanent implant brachytherapy was
not done until the dose to the treatment
site was determined and often was not
done for some time after the procedure.
ACMUI recommended that the criteria
for defining most MEs for permanent
implant brachytherapy be based on
activity which allows for a
determination if an ME has occurred at
the end of the procedure. Activity-based
criteria allow for earlier recognition by
the licensee that an ME has occurred
and allow corrective actions to be taken
sooner, which results in an increase in
the health and safety of the patient.
Additionally, because the AU can
control where the brachytherapy
sources are implanted, activity-based
ME criteria would result in less
occurrences of MEs for permanent
implant brachytherapies.

Information required on a WD is
crucial to ensure that a patient receives
the appropriate administration.
Changing from a dose-based to activity-
based criteria for defining most MEs for
permanent implant brachytherapy
would also entail changing the
information required in a WD.

2. Technical Basis for the Proposed Rule

For all medical uses, the variance
criterion threshold for licensee
submission of an ME report is an
administered total dose (or dosage) that
differs from the prescribed dose (or
dosage), as defined in the WD, by more
than 20 percent. The basis for this ME
criterion reporting threshold is that
variances of this magnitude may reflect
quality assurance (QA) problems with a
licensee’s program and also have the
potential to harm the patient. This
20 percent criterion, and others relating
to reporting of MEs, appears in 10 CFR
35.3045. 10 CFR 35.40 defines the
requirements for a WD.

Several medical use events involving
therapeutic use of byproduct material
that require completion of a WD in
2003, as well as advice from the

ACMUI, prompted the NRC to
reconsider the appropriateness and
adequacy of the regulations for MEs and
WDs. ACMUI, in considering the issue
of defining MEs involving permanent
implant brachytherapy, concluded that
the 20 percent variance from the
prescription criterion in the existing
rule continued to be appropriate for
permanent implant brachytherapy if
both the prescription and the variance
could be expressed in units of activity,
rather than in units of dose, because
there is no suitable clinically used dose
metric available for judging the
occurrence of MEs. The NRC staff
agreed that, for permanent implant
brachytherapy, total source strength
(activity-based) is an acceptable
alternative to total dose (dose-based) for
the purpose of determining the
occurrence of most MEs.

In March 2004, the NRC staff began its
interactions with the ACMUI on the
issues related to the adequacy of ME
definitions. ACMUI established a MESC
in October 2004 to develop ACMUI
recommendations on these issues. In
June 2005, ACMUI received and
approved, with modification, the
recommendations prepared by the
MESC. ACMUI meetings on these issues
were noticed in the Federal Register
and open to the public. Members of the
public participated in discussions of
these matters during the meetings.

Based on the ACMUI and NRC staff
recommendations, the Commission
directed the NRC staff in a Staff
Requirements Memorandum (SRM-
SECY-05-0234, February 15, 2006) to
(1) retain the 20 percent delivered dose
variation in 10 CFR 35.3045(a), as an
appropriate threshold for ME reporting
for all medical use modalities except
permanent implant brachytherapy; and
(2) develop a proposed rule to modify
both the WD requirements in 10 CFR
35.40 and the ME reporting
requirements in 10 CFR 35.3045 for
permanent implant brachytherapy
medical use to convert from dose-based
to activity-based.

3. Identification of Alternative
Approaches

The NRC considered two alternatives
for the proposed rule:

Alternative 1: No-Action

Under this alternative, the
Commission would make no changes to
current regulations. This could result in
the continued delay in recognizing MEs
related to implant brachytherapy by
medical licensees. Corrective actions
based on MEs might not be taken in a
timely manner which could affect the
health and safety of patients.

Alternative 2: Revise the Criteria for
Defining MEs and Clarify Requirements
for WDs for Permanent Implant
Brachytherapy

This alternative would amend the
regulations as described in section 1.1
and 1.2 of this Regulatory Analysis and
is the preferred alternative for reasons
stated in section 1.2.

4. Analysis of Values and Impacts

This section examines the values
(benefits) and impacts (costs) expected
to result from NRC’s proposed rule.

Report and Notification of a Medical
Event (§ 35.3045)

The NRC staff, based on a review of
historic reporting of MEs, anticipates a
decrease in reported MEs from the use
of the new ME criteria for permanent
implant brachytherapy by
approximately four per year. This would
result in a reduction of cost by
approximately $10,423.

Based on NRC staff estimates, the
number of MEs would increase by
approximately two per year from the
new reporting requirements when a WD
is not prepared when required. This
would result in an increase of cost by
approximately $5,211.

The net result is that the proposed
amendment to § 35.3045 would decrease
cost to medical licensees by $5,211.

Written Directives (§ 35.40)

INFORMATION REQUIRED TO BE DOCUMENTED ON A WRITTEN DIRECTIVE FOR PERMANENT IMPLANT BRACHYTHERAPY

Current regulations

Proposed rule change

(Before Implantation)

(Before Implantation *)

Date &signature of the Authorized User
Treatment site
Radionuclide

DOSE .ttt e e e e et ————eeeeeeeeta——eeeeeeaai—a——teeeeaaaaateaaaeeeaaabraeteaeeaaannraeeeeeeaaanrnes

Date & signature of the Authorized User
Treatment site

Radionuclide

Intended dose

Calculated total source strength

(After Implantation *)

Total source strength
Number of sources implanted ...

Total source strength
Date & signature of the Authorized User
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INFORMATION REQUIRED TO BE DOCUMENTED ON A WRITTEN DIRECTIVE FOR PERMANENT IMPLANT BRACHYTHERAPY—

Continued

Current regulations

Proposed rule change

(After Implantation)

(After Implantation *)

Treatment site
Radionuclide

*The proposed rule language uses “administration” in lieu of “implantation.”

As noted in the table above, the
information required on a WD for
permanent implant brachytherapy
under the proposed rule does not differ
greatly from the current regulatory
requirements. The proposed rule would
add the requirement of documenting the
calculated total source strength in the
WD before implantation. Source
strength must be known before a dose
can be calculated; therefore this
requirement is not a new burden on the
medical licensee. Also, requiring the
source strength to be documented in the
WD would be an insignificant change.
The term ““dose” in the current language
means “intended dose” and is a
clarification in the proposed rule
language and would not constitute a
new requirement.

Under both the current regulations
and the proposed rule the WD must be
completed after implantation. The
requirement under the proposed rule to
have the AU sign and date the WD when
the post implantation information is
documented would be an insignificant
change for the medical licensee.

The result of the proposed
amendment to § 35.40 is that there
would be a negligible increase of burden
or cost to the medical licensees.

The characteristics, in both the public
and private sectors that would be
affected by the proposed rule, are listed
below. These are called “attributes,”
and are based on the list of potential
attributes provided by NRC in Chapter
5 of its Regulatory Analysis Technical
Evaluation Handbook. Only the
following attributes would be impacted
by this proposed rule:

Industry Implementation. The NRC
anticipates that there would be a
reduction in the number of MEs
reported under the new criteria for
permanent implant brachytherapy and
an increase in the number of MEs
reported from the new reporting
requirement when a WD is not prepared
when required, resulting in a decrease
in the total number of MEs reported.
The change in information required to
be documented in the WD for
permanent implant brachytherapy
would not place any significant
additional burden on the medical

licensees. Therefore, the industry would
have a decrease in expenses from
implementation of this proposed rule.

NRC Implementation. NRC would
incur one-time costs to support
development of the rule following
publication in the Federal Register
through publication of the final rule.
NRC may also need to revise guidance
documentation during the
implementation time period.

Other Government. Agreement State
governments may incur a one-time cost
for adopting this proposed rule, if it
becomes a final rule, into their State
regulations governing the use of
radioactive material. Under the “Policy
Statement on Adequacy and
Compatibility of Agreement State
Programs” approved by the Commission
on June 30, 1997 (62 FR 46517), specific
requirements within this rule should be
adopted by Agreement States for
purposes of compatibility or because of
health and safety significance.
Implementing procedures for the Policy
Statement establish specific categories
which have been applied to categorize
the requirements in Parts 35. The
proposed rule would amend the
following sections and paragraphs that
are covered under the Policy Statement:

1. §35.3045, which has a
Compatibility Category C designation
under the Policy Statement. A
Compatibility Category “C”’ designation
means the essential objectives of the
requirement should be adopted by the
State to avoid conflicts, duplications, or
gaps. The manner in which the essential
objectives are addressed in the
Agreement State requirement need not
be the same as NRC provided the
essential objectives are met.

2. §35.40(c), which has a
Compatibility Category D designation
under the Policy Statement. A
Compatibility Category “D” designation
means the requirement does not have to
be adopted by an Agreement State for
purposes of compatibility.

3. §35.40(b), which has a
Compatibility Category Health & Safety
(H&S) designation under the Policy
Statement. The Compatibility Category
H&S identifies program elements that
are not required for purposes of

compatibility, but have particular health
and safety significance. States should
adopt the essential objectives of such
program elements in order to maintain
an adequate program.

Each Agreement State had its own
unique procedure it must follow to
amend its State regulations governing
the use of radioactive material. The NRC
recognizes that there is a cost for
Agreement States to amend their State
regulations to adopt this proposed rule
if it becomes a final rule. On average
each State would expend 0.1 FTE to
amend their State regulation, which,
based on $76,000 per FTE, would equal
$7,600 per State. With 34 Agreement
States, the total cost would be $258,400.

The Agreement States are required to
report MEs that occur under their
license jurisdiction to the NRC. As
noted in Section 4 of this Regulatory
Analysis, the proposed amendment to
§ 35.3045 would decrease the cost to the
medical licensees and the proposed
amendment to § 35.40 would have a
negligible increase of burden or cost to
the medical licensees. Also, there would
be no additional burden to the
Agreement States for licensing or
inspections.

Other Considerations. Public
confidence in NRC may be affected
positively by the rule. The public may
have more confidence in NRC’s program
for protection of patient health and
safety as a result of clarifying the
specific criteria for MEs resulting from
permanent implant brachytherapy.

5. Decision Rationale and
Implementation

The assessment of costs and benefits
discussed previously leads the NRC to
the conclusion that the proposed rule, if
implemented, would not have a
significant economical impact on
medical licensees who are performing
therapeutic procedures using byproduct
material. The proposed rule would
make it easier for AUs to determine if
MEs have occurred, thereby facilitating
timely reporting and other appropriate
actions and therefore, increase patient
health and safety. Requiring licensees to
report, as an ME, when a WD is not
prepared when required would increase
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patient health and safety as well as
ensure the proper documentation of the
procedure.

The revised requirements for a WD for
permanent implant brachytherapy
would make determining if an ME has
occurred during the procedure easier,
therefore improving the reliability of ME
recognition and reporting. Requiring the
AU to sign and date the WD at the end
of the procedure would ensure that any
changes made during the procedure
were authorized by the AU.

The Commission requests public
comment on the draft regulatory
analysis. Comments on the draft
regulatory analysis may be submitted to
the NRC as indicated under the
ADDRESSES heading.

After publication of this proposed
rule in the Federal Register and
consideration and resolution of public
comments, a final rule will be

published.

XI. Regulatory Flexibility Certification

In accordance with the Regulatory
Flexibility Act of 1980 (5 U.S.C. 605(b)),
the Commission certifies that this rule
would not, if promulgated, have a
significant economic impact on a
substantial number of small entities.

XII. Backfit Analysis

The NRC has determined that the
backfit rule (§§50.109, 70.76, 72.62, or
76.76) does not apply to this proposed
rule because this amendment would not
involve any provisions that would
impose backfits as defined in 10 CFR
Chapter L. Therefore, a backfit analysis
is not required.

List of Subjects in 10 CFR Part 35

Byproduct material, Criminal
penalties, Drugs, Health facilities,
Health professions, Medical devices,
Nuclear materials, Occupational safety
and health, Radiation protection,
Reporting and recordkeeping
requirements.

For the reasons set out in the
preamble and under the authority of the
Atomic Energy Act of 1954, as amended;
the Energy Reorganization Act of 1974,
as amended; and 5 U.S.C. 553; the NRC
is proposing to adopt the following
amendments to 10 CFR part 35.

PART 35—MEDICAL USE OF
BYPRODUCT MATERIAL

1. The authority citation for part 35
continues to read as follows:

Authority: Secs. 81, 161, 182, 183, 68 Stat.
935, 948, 953, 954, as amended (42 U.S.C.
2111, 2201, 2232, 2233); sec. 201, 88 Stat.
1242, as amended (42 U.S.C. 5841); sec. 1704,
112 Stat. 2750 (44 U.S.C. 3504 note); sec.

651(e), Pub. L. 109-58, 119 Stat. 806—810 (42
U.S.C. 2014, 2021, 2021b, 2111).

2. In § 35.40, paragraphs (b)(5) and (c)
are revised, paragraph (b)(6) is
redesignated as paragraph (b)(7), and a
new paragraph (b)(6) is added to read as
follows:

§35.40 Written directives.

* * * * *

(b) * * *

(5) For high dose-rate remote
afterloading brachytherapy: the
radionuclide, treatment site, dose per
fraction, number of fractions, and total
dose;

(6) For permanent implant
brachytherapy:

(i) Before administration
(preimplantation): the treatment site, the
radionuclide, the intended dose to the
treatment site and other sites as
necessary, and the corresponding
calculated total source strength
required; and

(ii) After administration but before the
patient leaves the post-treatment
recovery area: the total source strength
implanted, the date, and signature of
AU; or
* * * * *

(c)(1) A written revision to an existing
written directive may be made if the
revision is dated and signed by an
authorized user before the
administration of the dosage of unsealed
byproduct material, the brachytherapy
dose, the gamma stereotactic
radiosurgery dose, the teletherapy dose,
or the next fractional dose.

(2) If, because of the patient’s
condition, a delay in order to provide a
written revision to an existing written
directive would jeopardize the patient’s
health, an oral revision to an existing
written directive is acceptable. The oral
revision must be documented as soon as
possible in the patient’s record. A
revised written directive must be signed
by the authorized user within 48 hours
of the oral revision.

* * * * *

3. In § 35.3045, paragraph (a) and the

footnote to paragraph (c) are revised to
read as follows:

§35.3045 Report and notification of a
medical event.

(a) A licensee shall report as a
medical event any administration
requiring a written directive if a written
directive was not prepared or any event,
except for an event that results from
patient intervention, in which—

(1) The administration of byproduct
material or radiation from byproduct
material, except permanent implant
brachytherapy, results in—

(i) A dose that differs from the
prescribed dose or dose that would have
resulted from the prescribed dosage by
more than 0.05 Sv (5 rem) effective dose
equivalent, 0.5 Sv (50 rem) to an organ
or tissue, or 0.5 Sv (50 rem) shallow
dose equivalent to the skin; and

(A) The total dose delivered differs
from the prescribed dose by 20 percent
or more;

(B) The total dosage delivered differs
from the prescribed dosage by 20
percent or more or falls outside the
prescribed dosage range; or

(C) The fractionated dose delivered
differs from the prescribed dose, for a
single fraction, by 50 percent or more.

(ii) A dose that exceeds 0.05 Sv (5
rem) effective dose equivalent, 0.5 Sv
(50 rem) to an organ or tissue, or 0.5 Sv
(50 rem) shallow dose equivalent to the
skin from any of the following—

(A) An administration of a wrong
radioactive drug containing byproduct
material or the wrong radionuclide for
a brachytherapy procedure;

(B) An administration of a radioactive
drug containing byproduct material by
the wrong route of administration or by
use of the wrong applicator in a
brachytherapy procedure;

(C) An administration of a dose or
dosage to the wrong individual or
human research subject;

(D) An administration of a dose or
dosage delivered by the wrong mode of
treatment; or

(E) A leaking sealed source.

(iii) A dose to the skin or an organ or
tissue other than the treatment site that
exceeds by 0.5 Sv (50 rem) and by 50
percent or more the dose expected to
that site if the administration had been
carried out as specified in the written
directive.

(2) The administration of byproduct
material or radiation from byproduct
material for permanent implant
brachytherapy (excluding sources that
were implanted in the correct site but
migrated outside the treatment site)
results in—

(i) The total source strength
administered differing by 20 percent or
more from the total source strength
documented in the preimplantation
written directive.

(ii) The total source strength
administered outside the treatment site
and within 3 cm (1.2 in) of the boundary
of the treatment site exceeding 20
percent of the total source strength
documented in the preimplantation
written directive.

(iii) Brachytherapy source(s)
implanted beyond 3 cm (1.2 in) from the
outside boundary of the treatment site,
except for brachytherapy source(s) at
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other sites noted in the preimplantation
written directive.

(iv) A dose to the skin or an organ or
tissue other than the treatment site
exceeding by 0.5 Sv (50 rem) and by 50
percent or more the dose expected to
that site if the administration had been
carried out as specified in the
preimplantation written directive.

(v) A dose that exceeds 0.05 Sv (5
rem) effective dose equivalent, 0.5 Sv
(50 rem) to an organ or tissue, or 0.5 Sv
(50 rem) shallow dose equivalent to the
skin from any of the following—

(A) An administration of the wrong
radionuclide;

(B) An administration by the wrong
route of administration;

(C) An administration to the wrong
individual or human research subject;

(D) An administration delivered by
the wrong mode of treatment; or

(E) A leaking sealed source.

(3) An error in calculating the total
source strength for permanent implant
brachytherapy documented in the
preimplantation written directive that
resulted in an administered total source
strength that delivered a dose differing
by more than 20 percent from the
intended dose to the treatment site.

* * * * *

(C)* EE

3 The commercial telephone number of the
NRC Operations Center is (301) 816-5100.

* * * * *

Dated at Rockville, Maryland, this 31st day
of July 2008.

For the Nuclear Regulatory Commission.
Annette L. Vietti-Cook,
Secretary of the Commission.
[FR Doc. E8-18014 Filed 8-5-08; 8:45 am]
BILLING CODE 7590-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2008-0834; Directorate
Identifier 2007-SW-78-AD]

RIN 2120-AA64

Airworthiness Directives; Agusta
S.p-A. Model A109A and A109A 1l
Helicopters

AGENCY: Federal Aviation

Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to adopt a
superseding airworthiness directive
(AD) for the specified Agusta S.p.A.
(Agusta) model helicopters. This

proposed AD results from a revised
mandatory continuing airworthiness
information (MCALI) originated by an
aviation authority to identify and
correct an unsafe condition on an
aviation product. The aviation authority
of Italy, with which we have a bilateral
agreement, reports that the previous
MCAI should not apply to newly
redesigned and improved tail rotor
blades. This action proposes the same
inspection requirements as the current
AD but would limit the applicability to
only three part-numbered tail rotor
blades. The proposed AD would require
actions that are intended to prevent
fatigue failure of a tail rotor blade
(blade), loss of a tail rotor, and
subsequent loss of control of the
helicopter.

DATES: We must receive comments on
this proposed AD by September 5, 2008.

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

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

e Fax:202—493-2251.

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

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

You may get the service information
identified in this AD from Agusta,
21017 Cascina Costa di Samarate (VA)
Italy, Via Giovanni Agusta 520,
telephone 39 (0331) 229111, fax 39
(0331) 229605—-222595.

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

FOR FURTHER INFORMATION CONTACT:
Sharon Miles, Aviation Safety Engineer,
FAA, Rotorcraft Directorate, Regulations
and Guidance Group, Fort Worth, Texas
76193-0111, telephone (817) 222-5122,
fax (817) 222—-5961.

Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposed AD. Send your comments
to an address listed under the
ADDRESSES section. Include “Docket No.
FAA-2008-0834; Directorate Identifier
2007-SW-78-AD" at the beginning of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
aspects of this proposed AD. We will
consider all comments received by the
closing date and may amend this
proposed AD based on those comments.

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

Discussion

Ente Nazionale Per L’Aviazione Civile
(ENAC), which is the Aviation
Authority for Italy, has issued an MCAI
in the form of ENAC AD No. 2006001,
Revision 1, dated January 3, 2006
(referred to after this as ‘“‘the MCAI”), to
correct an unsafe condition for the
Italian-certificated product. The aviation
authority of Italy, with which we have
a bilateral agreement, reports that this
MCAI cancels Registro Aeronautico
Italiano AD 1999-325, which was our
basis for issuing FAA AD 99-27-12.
They state that the AD should not apply
to certain newly redesigned and
improved blades. You may obtain
further information by examining the
MCALI and the service information in the
AD docket.

Relevant Service Information

Agusta has issued Bollettino Tecnico
No. 109-110, Revision A, dated
December 12, 2005 (BT). The actions
described in the MCAI are intended to
correct the same unsafe condition as
that identified in the BT. Agusta advises
that the inspection for cracks should
only apply to blades, part number (P/N)
109-0132-02-11/-15/-121 with 400 or
more flight hours and not to new blade,
P/N 109-0132-02-125, because it was
designed and certified with improved
structural characteristics. The BT
continues to stress the importance of
performing a detailed inspection of the
subject blades for cracks already
prescribed in Telegraphic Technical
Bulletin No. 109-5, dated January 27,
1987.

FAA’s Determination and Requirements
of This Proposed AD

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

Differences Between the AD and the
MCAI

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. The
MCALI states to comply with the
manufacturer’s BT. This AD differs from
the incorporated portions of the BT as
follows:

(1) We refer to the compliance time as
hours time-in-service rather than flight
hours.

(2) We do not require you to contact
the manufacturer.

These differences are highlighted in
the “Differences Between the FAA AD
and the MCAI” section in the AD.

Costs of Compliance

We estimate that this proposed AD
would affect 40 helicopters of U.S.
registry. We also estimate that it would
take about 2.5 work-hours to inspect the
affected blades of each helicopter at an
average labor rate of $80 per work-hour.
The cost of performing the daily
magnifying glass visual inspection is
negligible. Based on these figures, we
estimate the cost of the proposed AD on
U.S. operators to be $48,000, assuming
6 dye-penetrant inspections a year, the
cost of performing the daily magnifying
glass inspection is negligible, and no
cracked blades are found.

Authority for This Rulemaking

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

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

products identified in this rulemaking
action.
Regulatory Findings

We determined that this proposed AD
would not have federalism implications
under Executive Order 13132. This
proposed AD would not have a
substantial direct effect on the States, on
the relationship between the national
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this proposed regulation:

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

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

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

We prepared an economic evaluation
of the estimated costs to comply with
this proposed AD and placed it in the
AD docket.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment
Accordingly, under the authority
delegated to me by the Administrator,

the FAA proposes to amend 14 CFR part
39 as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. The FAA amends § 39.13 by
removing AD 99-27-12, Amendment
39-11493, Docket No. 99-SW-91-AD
(65 FR 346, January 5, 2000), and by
adding the following new AD:

Agusta S.p.A.: Docket No. FAA-2008-0834;
Directorate Identifier 2007-SW-78-AD.

Comments Due Date

(a) We must receive comments by
September 5, 2008.
Affected ADs

(b) This AD supersedes AD 99-27-12,
Amendment 39-11493, Docket No. 99—-SW—-
91-AD.

Applicability
(c) This AD applies to Model A109A and
A109A II helicopters, with a tail rotor blade

(blade), part number (P/N) 109-0132-02-11,
—15, and —121, with 400 or more hours time-

in-service (TIS), installed, certificated in any
category.

Reason

(d) Based on the Italian mandatory
continued airworthiness information (MCAI)
AD, this action contains the same
requirement as superseded AD 99-27—12 but
narrows the applicability from blade, P/N
“109-0132—-02-all dash numbers,” to specific
P/Ns “109-0132-02-11, —15, and —121.”
Thus, this action does not apply to blades
with any other P/N, including newly-
designated blade, P/N 109-0132-02-125. The
actions specified by this AD are intended to
continue the requirements to prevent fatigue
failure of a blade, loss of a tail rotor, and
subsequent loss of control of the helicopter.

Actions and Compliance

(e) Required as indicated, unless already
done, do the following actions.

(1) Before further flight, dye-penetrant
inspect each blade for a crack by following
the Compliance Instructions, Part I, of Agusta
S.p.A. Bollettino Tecnico No. 109-110,
Revision A, dated December 12, 2005 (BT).
Thereafter, at intervals not to exceed 100
hours TIS, dye-penetrant inspect each blade
for a crack by following the Compliance
Instructions, Part I1I, of the BT. If you find
a crack, replace the cracked blade with an
airworthy blade before further flight.

(2) Before the first flight each day, visually
inspect each blade for a crack using a 3 to
5 power magnifying glass by following the
Compliance Instructions, Part II, of the BT. If
you find a crack, replace the cracked blade
with an airworthy blade before further flight.

Differences Between the FAA AD and the
MCAI

(f) The MCAI states to comply with the
manufacturer’s BT. This AD differs from the
incorporated portions of the BT as follows:

(1) We refer to the compliance time as
hours TIS rather than flight hours.

(2) We do not require you to contact the
manufacturer.

Other Information

(g) Alternative Methods of Compliance
(AMOCGs): The Manager, Safety Management
Group, Rotorcraft Directorate, FAA, has the
authority to approve AMOGCs for this AD, if
requested using the procedures found in 14
CFR 39.19. Send information to ATTN:
Sharon Miles, Aviation Safety Engineer,
Regulations and Guidance Group, Fort
Worth, Texas 76193-0111, telephone (817)
222-5122, fax (817) 222-5961.

Related Information

(h) Mandatory Continuing Airworthiness
Information (MCAI) ENAC AD No. 2006—-001,
Revision 1, dated January 3, 2006, contains
related information.

Subject

(i) Air Transport Association of America
(ATA) Code 6410: Main Rotor Blades.
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Issued in Fort Worth, Texas, on July 27,
2008.

Mark R. Schilling,

Acting Manager, Rotorcraft Directorate,
Aircraft Certification Service.

[FR Doc. E8—17992 Filed 8-5-08; 8:45 am]|
BILLING CODE 4910-13-P

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Parts 230, 232, 239, and 274

[Release Nos. 33—-8949; IC-28346; File No.
S7-28-07]

RIN 3235-AJ44

Enhanced Disclosure and New
Prospectus Delivery Option for
Registered Open-End Management
Investment Companies

AGENCY: Securities and Exchange
Commission.

ACTION: Proposed rule; reopening of
comment period.

SUMMARY: The Securities and Exchange
Commission is reopening the period for
public comment on amendments it
originally proposed in Securities Act
Release No. 8861 (Nov. 21, 2007) [72 FR
67790 (Nov. 30, 2007)]. The rule
proposal would, if adopted, require key
information to appear in plain English
in a standardized order at the front of
the mutual fund prospectus; and permit
a person to satisfy its mutual fund
prospectus delivery obligations under
section 5(b)(2) of the Securities Act of
1933 by sending or giving the key
information directly to investors in the
form of a summary prospectus and
providing the statutory prospectus on an
Internet Web site.

DATES: Comments should be received on
or before August 29, 2008.

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

Electronic Comments

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

¢ Send an e-mail to rule-
comments@sec.gov. Please include File
No. S7-28-07 on the subject line; or

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

Paper Comments

e Send paper comments in triplicate
to Florence E. Harmon, Acting
Secretary, Securities and Exchange
Commission, 100 F Street, NE.,
Washington, DC 20549-1090.

All submissions should refer to File No.
S7-28-07. This file number should be
included on the subject line if e-mail is
used. To help us process and review
your comments more efficiently, please
use only one method. The Commission
will post all comments on the
Commission’s Internet Web site (http://
www.sec.gov). Comments are also
available for public inspection and
copying in the Commission’s Public
Reference Room, 100 F Street, NE.,
Washington, DC 20549, on official
business days between the hours of 10
a.m. and 3 p.m. All comments received
will be posted without change; we do
not edit personal identifying
information from submissions. You
should submit only information that
you wish to make available publicly.
FOR FURTHER INFORMATION CONTACT:
Deborah D. Skeens, Senior Counsel,
Office of Disclosure Regulation,
Division of Investment Management, at
(202) 551-6784, Securities and
Exchange Commission, 100 F Street,
NE., Washington, DC 20549-5720.
SUPPLEMENTARY INFORMATION: The
Securities and Exchange Commission
(“Commission”) is reopening the period
for public comment on proposed rule
and form amendments that are intended
to enhance the disclosures that are
provided to mutual fund investors.
These amendments were proposed on
November 21, 2007, and the comment
period initially closed on February 28,
2008. The Commission’s proposal
would, if adopted, require key
information to appear in plain English
in a standardized order at the front of
the mutual fund statutory prospectus.
The proposals also would permit a
person to satisfy its mutual fund
prospectus delivery obligations under
Section 5(b)(2) of the Securities Act of
1933 by sending or giving the key
information directly to investors in the
form of a summary prospectus and
providing the statutory prospectus on an
Internet Web site. Upon an investor’s
request, mutual funds would also be
required to send the statutory
prospectus to the investor.

The Commission recently engaged a
consultant to conduct focus group
interviews and a telephone survey
concerning investors’ views and
opinions about various disclosure
documents filed by companies,
including mutual funds. During this
process, investors participating in focus
groups were asked questions about,

1Enhanced Disclosure and New Prospectus
Delivery Option for Registered Open-End
Management Investment Companies, Securities Act
Release No. 8861 (Nov. 21, 2007) [72 FR 67790
(Nov. 30, 2007)].

among other things, a hypothetical
summary prospectus. Investors
participating in the telephone survey
were asked questions relating to several
disclosure documents, including mutual
fund prospectuses. We have placed in
the comment file (available at http://
www.sec.gov) for the proposed rule the
following documents from the investor
testing that relate to mutual fund
prospectuses and the proposed
summary prospectus: (1) The
consultant’s report concerning focus
group testing of the hypothetical
summary prospectus and related
disclosures; (2) transcripts of focus
groups relating to the hypothetical
summary prospectus and related
disclosures; (3) disclosure examples
used in these focus groups; and (4) an
excerpt from the consultant’s report
concerning the telephone survey of
individual investors. In order to provide
all persons who are interested in this
matter an opportunity to comment on
these additional materials, we believe
that it is appropriate to reopen the
comment period before we take action
on the proposal.

We invite additional comment on the
proposal in light of these materials, and
on any other matters that may have an
effect on the proposal.

Accordingly, we will extend the
comment period until August 29, 2008.

By the Commission.

Dated: July 31, 2008.

Florence E. Harmon,

Acting Secretary.

[FR Doc. E8—18036 Filed 8-5-08; 8:45 am]|
BILLING CODE 8010-01-P

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Part 275

[Release Nos. 34-58264; IC-28345; IA-2763
File No. S7-22-08]

RIN 3235-AJ45

Commission Guidance Regarding the
Duties and Responsibilities of
Investment Company Boards of
Directors With Respect to Investment
Adviser Portfolio Trading Practices

AGENCY: Securities and Exchange
Commission.

ACTION: Proposed guidance; request for
comment.

SUMMARY: The Securities and Exchange
Commission is publishing for comment
this proposed guidance to boards of
directors of registered investment
companies to assist them in fulfilling
their fiduciary responsibilities with
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respect to overseeing the trading of
investment company portfolio
securities. The guidance focuses on the
role of an investment company board in
overseeing the best execution
obligations of the investment adviser
hired to invest in securities and other
instruments on the investment
company’s behalf. In this respect, we
address the conflicts of interest that may
exist when an investment adviser uses
an investment company’s brokerage
commissions to purchase services other
than execution, such as the purchase of
brokerage and research services through
client commission arrangements. The
Commission also is requesting comment
on whether to propose that advisers be
subject to new disclosure requirements
concerning the use of client commission
arrangements to investment company
shareholders and other investment
advisory clients.

DATES: Comments should be received on
or before October 1, 2008.

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

Electronic Comments

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

e Send an e-mail to rule-
comments@sec.gov. Please include File
Number S7-22-08 on the subject line;
or

¢ Use the Federal eRulemaking Portal
(http://www.regulations.gov). Please
follow the instructions provided for
submitting comments.

Paper Comments

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

All submissions should refer to File
Number S7-22-08. This file number
should be included on the subject line
if e-mail is used. To help us process and
review your comments more efficiently,
please use only one method. The
Commission will post all comments on
the Commission’s Internet Web site
(http://www.sec.gov/rules/
proposed.shtml). Comments are also
available for public inspection and
copying in the Commission’s Public
Reference Room, 100 F Street, NE.,
Washington, DC 20549 on official
business days between the hours of 10
a.m. and 3 p.m. All comments received
will be posted without change; we do
not edit personal identifying
information from submissions. You
should submit only information that
you wish to make available publicly.

FOR FURTHER INFORMATION CONTACT:
Matthew N. Goldin, Senior Counsel,
Karen L. Rossotto, Advisor to the
Director, or Thomas R. Smith, Jr., Senior
Advisor to the Director, Office of the
Director, at 202—551-6720, Division of
Investment Management, Securities and
Exchange Commission, 100 F Street,
NE., Washington, DC 20549-0506.

I. Introduction and Summary

Many investment advisers, in
connection with trades placed on behalf
of their registered investment company,
or “fund,” clients, receive brokerage and
research services in reliance on the safe
harbor provided under section 28(e) * of
the Securities Exchange Act of 1934
(“Exchange Act”).2 In recent years,
changes in client commission practices,
evolving technologies, and marketplace
developments have transformed the
brokerage and investment management
industries and securities trading
practices. In recognition of changing
market conditions and current industry
practices, in July 2006, we issued an
interpretive release that provided
guidance to investment advisers with
respect to, among other things, the
scope of the safe harbor provided under
section 28(e) when advisers use
brokerage commissions to purchase
brokerage and research services for their
managed accounts.? In addition to
providing guidance to investment
advisers on their use of soft dollars, we
believe it is important to provide
guidance to fund boards of directors
concerning their responsibilities to
oversee the adviser’s satisfaction of its
best execution obligations, including the
adviser’s use of fund brokerage
commissions and the overall transaction
costs that the fund incurs when the fund
buys or sells portfolio securities.* As we

115 U.S.C. 78bb(e). For a discussion of the
section 28(e) safe harbor, see infra section III.C.
Whereas section 28(e) refers to a money manager as
a “person * * * [who] exercise[s] * * * investment
discretion with respect to an account,” we refer to
money managers to funds in this Release as
“investment advisers.”

215 U.S.C. 78a.

3 Commission Guidance Regarding Client
Commission Practices Under section 28(e) of the
Securities Exchange Act of 1934, Exchange Act
Release No. 54165 (July 18, 2006) [71 FR 41978
(July 24, 2006)] (“2006 Release”).

4 See infra section III (discussing fund directors’
obligations with respect to overseeing advisers’
trading of fund portfolio securities). Broadly
defined, a fund’s transaction costs include all of its
costs that are associated with trading portfolio
securities. Transaction costs may include, among
other things, commissions, spreads, market impact
costs, and opportunity costs. Concept Release:
Request for Comments on Measures to Improve
Disclosure of Mutual Fund Transaction Costs,
Investment Company Act Release No. 26313 (Dec.
18, 2003) [68 FR 74820 (Dec. 24, 2003)] (“Concept
Release”), at section II.A. For purposes of this
Release, the use of the term “securities” includes

have stated previously, transaction costs
are a concern for fund investors for two
reasons.® First, for many funds, the
amount of transaction costs incurred
may be substantial.® Second, fund
advisers are subject to a number of
potential conflicts of interest in
conducting portfolio transactions on
behalf of clients that are funds.” Fund
brokerage commissions, which are paid
out of fund assets, may, for example, be
used to obtain brokerage and research
services under section 28(e) of the
Exchange Act that might otherwise be
paid for directly by the fund’s
investment adviser.

We recognize that conflicts of interest
are inherent when an investment
adviser manages money on behalf of
multiple clients. As discussed in section
IT of this Release, conflicts are also
inherent in the external management
structure of funds. Investment advisers
are required to disclose material
conflicts of interest to their clients, and
those conflicts should be managed
appropriately. Fund directors play a
pivotal role in overseeing conflicts of
interest investment advisers face when
they have funds as clients. As explained
in further detail in section III of this
Release, fund transaction costs may not
be readily apparent to investors. It is
imperative that the fund’s directors both
understand and scrutinize the payment
of transaction costs by the fund 8 and
determine that payment of transaction
costs is in the best interests of the fund
and the fund’s shareholders.? Although

all instruments that an investment company may
invest in under the Investment Company Act of
1940 [15 U.S.C. 80a] (“Investment Company Act”).

5 See Concept Release at section I. However, we
are aware that the interests of a fund’s adviser and
the fund’s investors generally are aligned when an
adviser places fund trades because advisers
typically seek to minimize transaction costs due to
the fact that such costs may detract from the fund’s
performance.

6 For example, one study estimates that the
average annual trading cost for a sample of 1706
U.S. equity funds during the period 1995-2005 was
almost 20 percent higher than the average expense
ratio for those funds. These estimates include the
effect of commissions, spreads, and market impact
costs. Roger M. Edelen, Richard Evans & Gregory
Kadlec, Scale Effects in Mutual Fund Performance:
The Role of Trading Costs (working paper dated
March 17, 2007), available at http://
papers.ssrn.com/sol3/
papers.cfm?abstract_id=951367.

7 See Concept Release at section I.

8 See id. See also infra section II at note 26 and
accompanying text (discussing the external
management structure of most funds).

9 See Role of Independent Directors of Investment
Companies, Investment Company Act Release No.
24082 (Oct. 14, 1999) [64 FR 59826 (Nov. 3, 1999)],
at nn.7 & 12 (“Mutual funds are formed as
corporations or business trusts under state law and,
like other corporations and trusts, must be operated
for the benefit of their shareholders. * * * Under
state law, directors are generally responsible for the

Continued
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directors are not required or expected to
monitor each trade, they should monitor
the adviser’s trading practices and the
manner in which the adviser fulfills its
obligation to seek best execution when
trading fund portfolio securities.10 In
doing so, the fund’s board should
demand, and the fund’s adviser must
provide, all information needed by the
fund’s board to complete this review
process.? Without sufficient oversight
by the fund’s board, transaction costs
might inappropriately include payment
for services that benefit the fund’s
adviser at the expense of the fund and
that the board believes should be paid
directly by the adviser rather than with
fund assets.

We have received requests from fund
directors for guidance on our view of
their responsibilities in overseeing the
activities of the investment advisers that
trade their funds’ portfolio securities.
These requests include inquiries as to
how directors may properly fulfill their
responsibilities with respect to
overseeing an adviser’s satisfaction of its
best execution obligations, including the
adviser’s trade execution practices and
the adviser’s use of fund brokerage
commissions.?2 Today we are proposing
guidance with respect to information a
fund board should request that an
investment adviser provide to enable
fund directors to determine that the
adviser is fulfilling its fiduciary
obligations to the fund and using the
fund’s assets in the best interest of the
fund. Our proposed guidance also is
intended to assist the board in directing
the adviser as to how fund assets should
be used.13

oversight of all of the operations of a mutual
fund.”).

10 The directors of an investment company have
a continuing fiduciary duty to oversee the
company’s brokerage practices. See 2006 Release at
n.6 (citing Order Approving Proposed Rule Change
and Related Interpretation under section 36 of the
Investment Company Act, Investment Company Act
Release No. 11662 (Mar. 4, 1981) [46 FR 16012
(Mar. 10, 1981)]). See also 2 Tamar Frankel,
Regulation of Money Managers 67 (1978) (“The
directors should examine the adviser’s practices in
placing portfolio transactions with broker dealers
and the use of the brokerage business for the benefit
of the adviser or its affiliates, and ensure that there
are no violations [ | of the law. * * *”) (citing Lutz
v. Boas, 39 Del. Ch. 585, 171 A.2d 381 (1961) and
William J. Nutt, A Study of Mutual Fund
Independent Directors, 120 U. Pa. L. Rev. 179, 181
(1971)).

11 See Concept Release at section L.

12Tn connection with these requests for guidance,
fund directors have informed us that fund boards
are spending increasing amounts of time on trading
practices in light of the growing complexity in this
area.

13 At the July 12, 2006 open meeting at which the
Commission considered the 2006 Release, several of
the Commissioners specifically noted that guidance
for fund boards was a critical element in protecting
investors against abuses in this area. An electronic

Our proposed guidance would not
impose any new or additional
requirements. Rather, it is intended to
assist fund directors in approaching and
fulfilling their responsibilities of
overseeing and monitoring the fund
adviser’s satisfaction of its best
execution obligations and the conflicts
of interest that may exist when advisers
trade the securities of their clients that
are funds.1# In developing this proposed
guidance, we have taken into account
the wide variety of funds and advisers
in terms of size, asset classes,
complexity, and operations. We have
also considered the changing market
environment in the brokerage and
investment management industries.15
We feel that with rapidly evolving
market conditions and trading practices,
it is appropriate to give guidance at this
time. For these reasons, we are
proposing guidance for fund directors to
consider in performing their
responsibilities and in determining
what is appropriate in light of their
fund’s particular circumstances.

Our intention in this proposed
guidance is to assist boards. We wish to
provide guidance that is relevant,
useful, and beneficial to fund directors
in fulfilling their responsibilities to act
in the best interest of investors in this
area. We request comment on all aspects
of our proposed guidance to help us in
achieving this goal. In addition, as the
evolving nature of brokerage practices
greatly influences how directors
approach their oversight responsibilities
in this area, we specifically request
comment on the current state of the
brokerage and investment management
industries and its effect on advisers’
trading of fund portfolio securities.

II. Summary of Law Regarding
Fiduciary Responsibilities of
Investment Company Directors

In fulfilling their responsibilities to a
fund that they oversee, fund directors
should understand the nature and
source of their legal obligations to the
fund and the fund’s shareholders.
Because funds are generally formed as
corporations, business trusts, or

link to an archived webcast of the open meeting is
available at http://www.connectlive.com/events/
secopenmeetings.

14 See infra section III. See also 2006 Release at
section ILA.

151n light of the advancements in the market and
the continuously evolving technology influencing
industry practices, the Commission staff talked with
a variety of investment advisers and industry
representatives, including independent fund
directors and directors’ counsel, to help ensure that
our proposed guidance today reflects actual market
practices and is based on factual industry
experience.

partnerships 16 under state law, fund
directors and trustees, like other
corporate directors, are subject to a
“duty of care” and a “duty of loyalty”
under state and common law fiduciary
principles,'” as well as the obligations
imposed on them under the Investment
Company Act.18

A director’s duty of care generally
requires a fund director to perform his
or her oversight responsibilities with the
care of an ordinarily prudent person in
a like position under similar
circumstances.® The duty of care thus
establishes the degree of attention and
consideration required of a director in
matters related to the fund he or she
oversees. As such, a director’s duty of
care incorporates a duty to be informed,
requiring that a director be reasonably
informed about an issue before making
a decision relating to that issue.2° To be
reasonably informed about an issue, a
director must inform him or herself of
all material information regarding that
issue reasonably available to him or
her.21 In fulfilling these obligations, a
fund director may rely on written and
oral reports provided by management,
auditors, fund counsel, the fund’s chief
compliance officer (“CCO”), and other
experts and committees of the board
when making decisions, so long as the
director reasonably believes that the
reports are reliable and competent with
respect to the relevant matters.22

16 See, e.g., A. Joseph Warburton, Should Mutual
Funds Be Corporations: A Legal & Econometric
Analysis, 33 Iowa J. Corp. L. 745, 748—49 (2008).

17 See, e.g., Md. Code Ann., Corps. and Ass’ns
§ 2-405.1(a) (2008) (requiring a director to perform
his duties: “(1) In good faith; (2) In a manner he
reasonably believes to be in the best interests of the
corporation; and (3) With the care that an ordinarily
prudent person in a like position would use under
similar circumstances.”).

1815 U.S.C. 80a. See supra note 4.

19 See, e.g., Model Bus. Corp. Act Ann. §8.30(b)
(3d ed. 2002); Md. Code Ann., Corps. and Ass’ns
§ 2—405.1(a)(3) (2008).

20 See, e.g., Smith v. Van Gorkom, 488 A.2d 858
(Del. 1985) (explaining that, although directors are
assumed to have been informed in making a
business decision, when the burden of proving that
a board was insufficiently informed is met, the
board will have been found to have breached its
duty of care).

21 See id. at 872 (discussing the standard for
determining whether a director’s business judgment
is informed).

22 See, e.g., Graham v. Allis-Chalmers
Manufacturing Co., 188 A.2d 125, 130 (1963)
(explaining that, under general principles of the
common law, a director is entitled to rely on
corporate summaries, reports, and records so long
as he or she has not “recklessly reposed confidence
in an obviously untrustworthy employee, [ ] refused
or neglected cavalierly to perform his duty as a
director, or [ ] ignored either willfully or through
inattention obvious danger signs of employee
wrongdoing.”). A director should be satisfied not
only that the person providing the report or opinion
is doing so about a matter within his or her
knowledge or expertise and has an appropriate
basis for the opinion, but also that the scope of the
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A director’s duty of loyalty requires
him or her to act in the best interests of
the fund and the fund’s shareholders.23
The duty of loyalty encompasses a
director’s obligations to avoid conflicts
of interest with the fund and the fund’s
shareholders, not to put his or her
personal interests before the interests of
the fund and the fund’s shareholders,
and not to profit from his or her position
as a fiduciary.24

In addition to statutory and common
law obligations, fund directors are also
subject to specific fiduciary obligations
relating to the special nature of funds
under the Investment Company Act.2°
Unlike typical operating companies,
funds ordinarily do not have any
employees that are truly their own, but
rather are generally formed and
managed by a separately owned and
operated sponsor, commonly an
investment adviser.26 This external
management structure of most funds
may at times create conflicts of interest
for investment advisers with clients that
are funds. When it enacted the
Investment Company Act, Congress
recognized the potential for abuse
created by the unique structure of

report bears on the matter being decided. See Van
Gorkom, 488 A.2d at 875. In addition, to fulfill the
duty of care, a director needs a well-informed
decision-making process. This process may include,
among other things, asking for and reviewing
regular financial and other reports, questioning
managers and outside experts about the meaning
and implications of reports, and making inquiries
when there are specific causes for concern. Id.

23 See, e.g., Strougo v. Scudder, Stevens and
Clark, Inc., 964 F. Supp. 783, 801 (S.D.N.Y. 1997)
(citing Md. Gode Ann., Corps. and Assn’s § 2—
405.1(a)(1) (requiring corporate directors to perform
their duties in “good faith”) and James J. Hanks, Jr.,
Maryland Corporation Law § 6.6(b) (1995—1 Supp.)
(explaining that a director’s duty to act in ‘good
faith’ is generally synonymous with the duty of
loyalty or the duty of fair dealing)). See also Pepper
v. Litton, 308 U.S. 295, 310-311 (1939) (stating that
a fiduciary “cannot serve himself first and his
cestuis second”).

24 See, e.g., Guth v. Loft, Inc., 5 A.2d 503, 510
(Del. Ch. 1939) (“Corporate officers and directors
are not permitted to use their position of trust and
confidence to further their private interests”); see
also Pepper, 308 U.S. at 310-311 (stating that a
fiduciary “cannot use his power for his personal
advantage and to the detriment of the stockholders
and creditors no matter how absolute in terms that
power may be and no matter how meticulous he is
to satisfy technical requirements.”). See also Fed.
Regulation of Sec. Comm., Am. Bar Ass’n, Fund
Director’s Guidebook 98 (3d ed. 2006) (“Simply put,
directors should not use their position for personal
profit, gain, or other personal advantage.”).

25 See, e.g., Strougo, 964 F. Supp. at 798 (holding
that a fund shareholder has a private right of action
under section 36(a) of the Investment Company Act
against the independent directors of a fund for
breach of fiduciary duty involving personal
misconduct). See also Protecting Investors: A Half
Century of Investment Company Regulation,
Division of Investment Management 251 (May 1992)
(“Protecting Investors”).

26 See Protecting Investors 251 n.3.

funds.2? To protect fund shareholders,
the Act requires that each registered
fund be governed by a board of directors
with the authority to supervise the
fund’s operations.28 The Act further
requires that at least 40 percent of a
fund’s board be independent in order to
serve as “‘independent watchdogs” in
monitoring the fund’s managing
organization.29 A fund board has the
responsibility, among other duties, to
monitor the conflicts of interest facing
the fund’s investment adviser and
determine how the conflicts should be
managed to help ensure that the fund is
being operated in the best interest of the
fund’s shareholders.3°

III. Board Oversight of Investment
Adviser Trading Practices

In overseeing the use of fund assets
and in monitoring the conflicts of
interest faced by a fund’s investment
adviser, a fund board must consider the
investment adviser’s practices when it
trades the fund’s portfolio securities.3?
A fund’s investment adviser is a

27 See Investment Company Act section 1(b)(2)
[15 U.S.C. 80a—1(b)(2)]; U.S. Sec. and Exch.
Comm’n, Report on Investment Trusts and
Investment Companies, H.R. Doc No. 76-279, Part
III (1939). See also Joseph F. Krupsky, The Role of
Investment Company Directors, 32 BUS. LAW.
1733, 173740 (1977); William J. Nutt, A Study of
Mutual Fund Independent Directors, 120 U. Pa. L.
Rev. 179, 181 (1971).

28 See S. Rep. No. 91-184, at 4902—03 (1969)
(““The directors of a mutual fund, like directors of
any other corporation will continue to have * * *
overall fiduciary duties as directors for the
supervision of all of the affairs of the fund.”).

2915 U.S.C. 80a—10(a). See also Burks v. Lasker,
441 U.S. 471, 484-485 (1979) (“Congress’ purpose
in structuring the Act as it did is clear * * * it ‘was
designed to place the unaffiliated directors in the
role of “independent watchdogs.”’ (quoting
Tannenbaum v. Zeller, 552 F.2d 402 (2d Cir. 1977)).

30 See Tannenbaum, 552 F.2d at 406 (noting that
the independent director requirements under the
Investment Company Act, in particular, were
designed to ensure that “‘mutual funds would
operate in the interest of all classes of [funds’]
securities holders, rather than for the benefit of
investment advisers, directors or other special
groups.”).

31 See 2006 Release at n.6 (citing Order Approving
Proposed Rule Change and Related Interpretation
under Section 36 of the Investment Company Act,
Investment Company Act Release No. 11662 (Mar.
4,1981) [46 FR 16012 (Mar. 10, 1981)] (“The
directors of an investment company have a
continuing fiduciary duty to oversee the company’s
brokerage practices.”)). See also Compliance
Programs of Investment Companies and Investment
Advisers, Advisers Act Release No. 2204 (Dec. 17,
2003) [68 FR 74714 (Dec. 24, 2003)] (“Compliance
Release”), at Section II.A.2.b (requiring that a fund’s
board approve the policies and procedures of the
fund’s service providers, including its investment
adviser; the approval must be based on a finding by
the board that the policies and procedures are
reasonably designed to prevent violation of the
Federal securities laws by the fund’s service
providers). We have stated that we expect that the
adviser’s compliance policies and procedures will
address, to the extent that they are relevant, the
adviser’s trading practices. See Compliance Release
at ILA.1.

fiduciary with respect to the fund and
therefore must act in the fund’s best
interest.32 Lower transaction costs
generally are in the mutual interest of a
fund’s adviser and the fund’s investors,
and advisers typically seek to minimize
transaction costs when trading fund
securities so as not to detract from the
fund’s performance. At times, however,
there may be incentives for an
investment adviser to compromise its
fiduciary obligations to the fund in its
trading activities in order to obtain
certain benefits that serve its own
interests or the interests of other clients.
These conflicts of interest may exist, for
example, when an adviser executes
trades through an affiliate, when it
determines the allocation of trades
among its clients, and when it trades
securities between clients. In addition,
the use of fund brokerage commissions
to pay for research and brokerage
services may give incentives for advisers
to disregard their best execution
obligations when directing orders to
obtain brokerage commission services. It
also may give incentives for advisers to
trade the fund’s securities in order to
earn credits for fund brokerage
commission services. In accordance
with its fiduciary obligations and
provisions of the Advisers Act, an
adviser must make full and fair
disclosure of these conflicts to a client
and disclose how the adviser will
manage each conflict before the adviser
may engage in conduct that constitutes
a conflict.33

The fund’s board, in providing its
consent on the fund’s behalf, should be
sufficiently familiar with the adviser’s
trading practices to satisfy itself that the
adviser is fulfilling its fiduciary
obligations and is acting in the best
interest of the fund. In some cases
where the Commission has adopted

32Investment advisers are fiduciaries and have an
obligation under the Investment Advisers Act of
1940 [15 U.S.C. 80b] (“‘Advisers Act”) and state law
to act in the best interest of their clients. See
Restatement (Second) of Trusts § 170(1) (2008)
(“The trustee is under a duty to the beneficiary to
administer the trust solely in the interest of the
beneficiary”); SEC v. Capital Gains Research
Bureau, Inc., 375 U.S. 180, 191 (1963) (“The
Investment Advisers Act of 1940 thus reflects a
congressional recognition ‘of the delicate fiduciary
nature of an investment advisory relationship.
* * %27 (quoting 2 LOSS, Securities Regulation
1412 (2d ed. 1961))); Transamerica Mortgage
Advisors, Inc. v. Lewis, 444 U.S. 11, 17 (1979)
(noting that the legislative history of the Advisers
Act “leaves no doubt that Congress intended to
impose enforceable fiduciary obligations” on
investment advisers).

33 See Capital Gains, 375 U.S. at 191, 196-197
(“The Investment Advisers Act of 1940 reflects
* * * g congressional intent to eliminate, or at least
to expose, all conflicts of interest which might
incline an investment adviser, consciously or
unconsciously, to render advice which was not
disinterested.”).
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exemptive rules that permit funds to
engage in transactions otherwise
prohibited by the Investment Company
Act, the Commission has imposed
conditions designed to address certain
conflicts of interest faced by advisers by
mandating that directors take particular
action in evaluating those conflicts.34 In
other cases, the Commission has
determined that the conflicts relating to
a particular practice are unmanageable
and has therefore prohibited advisers’
activities in that area altogether.35

Two specific areas where conflicts
may arise when an adviser trades a
fund’s portfolio securities concern the
adviser’s obligation to seek best
execution and to otherwise use fund
assets, including brokerage
commissions, in the best interest of the
fund. The following sections provide
guidance on the types of information a
fund board should seek in order to
evaluate whether the adviser to its fund
has fulfilled its obligations to the fund
with respect to these concerns.

A. Board Oversight of an Investment
Adviser’s Duty To Seek Best Execution
and Consideration of Transaction Costs

As a fiduciary to a client that is a
fund, an investment adviser has the
duty to seek best execution of securities
transactions it conducts on the fund’s
behalf.36 As we have stated previously,
in seeking best execution, an investment

34 See, e.g., Investment Company Act rule 10f—
3(c)(10) [17 CFR 270.10f-3(c)(10)] (fund boards
must adopt procedures for purchases by the fund
of securities from an affiliated underwriter and
assess compliance on a quarterly basis); Investment
Company Act rule 17a—7(e) [17 CFR 270.17a—7(e)]
(fund boards must adopt procedures for purchases
from and sales to affiliated funds and assess
compliance on a quarterly basis); Investment
Company Act rule 17a—8(a) [17 CFR 270.17a—8(a)]
(fund boards must make certain determinations in
evaluating mergers with affiliated funds); and
Investment Company Act rule 17e-1(b) [17 CFR
270.17e—1(b)] (fund boards must adopt procedures
for brokerage transactions with affiliates and assess
compliance on a quarterly basis).

35 See, e.g., Prohibition on the Use of Brokerage
Commissions to Finance Distribution, Investment
Company Act Release No. 26591 (Sep. 2, 2004) [69
FR 54728 (Sep. 9, 2004)], at section VILE
(explaining that the Commission’s adoption in 2004
of Investment Company Act rule 12b—1(h) [17 CFR
270.12b-1(h)], which, among other things, prohibits
a fund from using brokerage commissions to pay for
the distribution of the fund’s shares, was based on
a conclusion that the practice of trading brokerage
business for sales of fund shares poses conflicts of
interest that the Commission believed to be “largely
unmanageable”).

36 See Interpretive Release Concerning the Scope
of section 28(e) of the Securities Exchange Act of
1934 and Related Matters, Exchange Act Release
No. 23170 (Apr. 23, 1986) [51 FR 16004, 16011
(Apr. 30, 1986)] (“1986 Release”), at Section V
(explaining that an investment adviser has the
obligation to seek “best execution” of a client’s
transaction); Delaware Management Company, Inc.,
43 S.E.C. 392 (1967); Arleen W. Hughes, 27 S.E.C.
629 (1948), aff’d sub nom. Hughes v. SEC, 174 F.2d
969 (D.C. Cir. 1949).

adviser must seek to “execute securities
transactions for clients in such a manner
that the client’s total cost or proceeds in
each transaction is the most favorable
under the circumstances.” 37 In this
regard, in seeking to maintain best
execution on behalf of a client that is a
fund, an adviser should consider factors
beyond simply commission rates or
spreads,3® including ‘‘the full range and
quality of a broker’s services in placing
brokerage. * * *”’39 These might
include, among other things, the value
of research provided, execution
capability, financial responsibility, and
responsiveness to the adviser.40

When trading portfolio securities of a
client that is a fund, an adviser should
consider factors related to minimizing
the overall transaction costs incurred by
the fund.#* Transaction costs consist of
explicit costs that can be measured
directly, such as brokerage
commissions, fees paid to exchanges,
and taxes paid, as well as implicit costs
that are more difficult to quantify.
Implicit costs, which may include,
among other things, bid/ask spreads, the
price impact of placing an order for
trading in a security, and missed trade
opportunity cost, may exceed greatly a
transaction’s explicit costs.42 Price
impact and opportunity cost can be
influenced by a variety of factors—each
of which should be considered by an
investment adviser—such as the
anonymity of the parties to the trade,
the willingness of the intermediary to
commit capital to facilitate the trade,
and the speed and price of the
execution. Investment advisers also can
take into account the quality and utility
of any research provided by the broker-
dealer.43

371986 Release at section V.

38 A fund may incur spread costs rather than
commissions when a dealer trades with it on a
principal basis. Spread costs are incurred indirectly
when a fund either buys a security from a dealer
at the “asked” price or higher or sells a security to
a dealer at the “bid” price or lower. The difference
between the bid price and the asked price is known
as the “spread.” Spread costs include both an
imputed commission on the trade as well as any
market impact cost associated with the trade. Dealer
spreads compensate broker-dealers for, among other
things, maintaining a market’s trading infrastructure
(i.e., price discovery and execution services), the
broker-dealer’s cost of capital, and its assumption
of market risk. Spreads may also reflect the impact
of large orders on the price of a security. The
proportion of these two components varies among
different trades. Concept Release at section ILA.2.

391986 Release at section V.

40]d.

41 See id.

42 For a more detailed discussion of explicit and
implicit transaction costs, see Concept Release at
section ILA.

43 See 1986 Release at section V (“A money
manager should consider the full range and quality
of a broker’s services in placing brokerage
including, among other things, the value of research

An aspect of an adviser’s best
execution process that directors should
also consider is the adviser’s decision
whether to use an alternative trading
system. Newer trading venues, such as
“dark pools,” 44 and the use of advanced
mathematical models or algorithmic
trading systems, crossing networks, and
other alternative trading systems, are
increasingly prevalent.45 Although the
use of such trading venues may provide
funds certain benefits (such as
potentially lower execution costs),*6
they can also raise challenges to funds
in certain situations.4”

We ask for comment on how changes
in the brokerage industry should affect
a fund board’s oversight of the trading
practices of the fund’s adviser. Is our
discussion of the brokerage industry (as
relevant to funds and their advisers)
accurate? Are there other considerations
with respect to the brokerage industry
we should take into account?

We understand that investment
advisers with clients that are funds
employ a wide range of procedures

provided. * * *”). For further discussion regarding
evaluation of broker-dealer research services, see
infra section IIL.D.

44 For purposes of this release, our references to
the term “‘dark pools” refer to markets that do not
display quotes, but rather execute trades internally
without displaying liquidity to other participants. A
number of markets combine non-displayed liquidity
with display of quotes. A substantial portion of the
trading volume of these markets may result from
interaction of orders with their non-displayed
liquidity. See, e.g., Elizabeth Cripps, Shedding Light
on the Dark Liquidity Pools, FTMandate, May 2007,
available at http://www.ftmandate.com/news/
printpage.php/aid/1442/
Shedding_light_on_the_dark_liquidity_pools.html.

45 One recent report noted that although dark
pools currently make up seven to ten percent of
equities’ share volume in the U.S., that percentage
is steadily increasing. Celent, LLC, Dark Liquidity
Pools in Europe, Canada, and Japan: A U.S.
Phenomenon Goes Abroad (2007). See also David
Bogoslaw, Big Traders Dive Into Dark Pools,
Business Week, Oct. 3, 2007, available at http://
www.businessweek.com/investor/content/oct2007/
pi2007102_394204.htm (noting that the Aite Group
predicted in September 2007 that exchanges’
market share of U.S. equity trading would continue
to decline from the current 75 percent, before
stabilizing at around 62 percent by 2011, with
alternative trading systems, including dark pools,
intensifying fragmentation of the marketplace).

46 Execution costs may be lower on alternative
trading systems. See, e.g., Jennifer Conrad, Kevin
Johnson & Sunil Wahal, Insitutional Trading and
Alternative Trading Systems, 70 J. of Fin. Econ. 99
(2003).

47 For example, we understand that an adviser
managing a fund that invests in companies with
smaller capitalizations and more illiquid securities
may need an executing broker-dealer to have
experience and access to a particular market or one
with expertise in a certain geographical area or
industry. Advisers to these types of funds have
indicated that they must rely on a relatively large
number of brokers—especially where markets in
niche securities have not developed on newer
trading venues—to provide the execution and
research they need with respect to a particular asset
class.
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when selecting broker-dealers for fund
securities transactions.48 In
consideration of the wide variety of
advisers in terms of size and operations,
each adviser should determine what
trading intermediary selection process is
most appropriate for its
circumstances.4® However, as the
Commission has stated previously, in its
process for choosing trading
intermediaries, an adviser should
periodically and systematically evaluate
the performance of broker-dealers
handling its transactions.5° In addition,
the Commission has stated that an
investment adviser should address its
best execution obligations in the
compliance policies and procedures that
advisers are required to adopt and
implement under rule 206(4)-7 under
the Advisers Act.5* Rule 38a—1 under
the Investment Company Act requires
that the policies and procedures of a
fund adviser be approved by the fund
board based on the board’s finding that
the policies and procedures are
reasonably designed to prevent the
adviser’s violation of the Federal
securities laws.52

Fund directors should seek relevant
data from the fund’s investment adviser
to assist them in evaluating the adviser’s
procedures regarding its best execution
obligations. These data should typically
include, but not be limited to: (i) The
identification of broker-dealers to which
the adviser has allocated fund trading
and brokerage; (ii) the commission rates
or spreads paid; (iii) the total brokerage
commissions and value of securities
executed that are allocated to each
broker-dealer during a particular period;
and (iv) the fund’s portfolio turnover
rates. Fund boards may also discuss

48 See infra note 77 and accompanying text
(discussing the “broker vote’” process employed by
many advisers to evaluate broker-dealers’ brokerage
and research services).

49 See Compliance Release at section LA.1
(explaining that, in mandating investment adviser
compliance policies and procedures, we elected not
to impose a single set of universally applicable
required elements because advisers are too varied
in their operations).

50 See 1986 Release at section V.

51 See Compliance Release at section II.A.1. Rule
206(4)-7 under the Advisers Act [17 CFR
275.206(4)-7] requires an investment adviser to
have written compliance policies and procedures in
place that are reasonably designed to prevent it
from violating the Advisers Act and rules the
Commission has adopted under the Act. The rule
does not enumerate specific elements that an
adviser must include in its policies and procedures.
However, the Commission has stated that it expects
an adviser, in designing its policies and procedures,
to identify conflicts and other compliance factors
creating risk exposure for the firm and its clients
in light of the firm’s particular obligations, and then
design policies and procedures that address those
risks. See id.

5217 CFR 270.38a—1. See also Compliance
Release at section ILA.2.

related matters with the adviser, which
may include the following, where
applicable:

o The process for making trading
decisions and the factors involved in the
selection of execution venues and the
selection of broker-dealers;

e The means by which the investment
adviser determines best execution and
evaluates execution quality as well as
how best execution is affected by the
use of alternative trading systems;

e Who negotiates commission rates,
how that negotiation is carried out,
whether the amount of commissions
agreed to depends on comparative data
with respect to commission rates, and
generally how transactions costs are
measured; 53

¢ How the quality of “execution-
only” trades—trades that do not include
payment for any additional research or
services beyond execution—is evaluated
compared to that of other trades (for
example, whether trades that are
executed through channels that include
an additional soft dollar component are
reviewed in comparison with execution-
only trades to discern any discrepancies
in the quality of execution);

o How the performance of the
adviser’s traders is evaluated, as well as
the aggregate performance of the firm’s
traders as a whole, how the performance
of each broker-dealer the adviser uses
for fund portfolio transactions is
evaluated, and how problems or
concerns that are identified with a
trader or a broker-dealer are addressed;

o If sub-advisers are used, how the
adviser provides oversight and monitors
each sub-adviser’s activities, including
the trading intermediary selection
process; 54

e To what extent and under what
conditions the adviser conducts
portfolio transactions with affiliates;

e The process for trading fixed-
income securities and determining the
costs of fixed income transactions;

e How the quality of trade execution
is evaluated with respect to fixed-
income and other instruments traded on
a principal basis; and

53 Although we are not suggesting that firms need

to do so, we understand that some firms have
employed third-party vendors to assist them in
measuring best execution through a transaction cost
analysis using comparative data from across the
industry. We also have been informed that not all
companies use the same methodology to measure
trading costs and that there are no commonly
accepted standards as to how to measure price
impact.

54 Because sub-advisory arrangements take
various forms, directors should have an
understanding of the structure of these
arrangements and whether the adviser is
appropriately overseeing the trading activities of the
sub-advisers.

e If there are international trading
activities, how these trades are
conducted and monitored.

We acknowledge that not all funds
would require an evaluation of each of
these factors by their boards. Different
factors may be appropriate for different
funds, depending on a fund’s
investment objective, trading practices,
and personnel.

We also request comment regarding
how boards should approach their
obligations to oversee and evaluate the
fund adviser’s trading practices and
procedures. Is there further information
fund boards should request that the
adviser provide to assist directors in
their review?

Once the board receives from the
adviser information with respect to the
issues outlined above, fund directors
should determine whether the adviser’s
trading practices are being conducted in
the best interests of the fund and the
fund’s shareholders. If these interests
are not being best served, the board
should direct the adviser accordingly.

In addition, when an investment
adviser seeks the fund board’s approval
of the adviser’s compliance policies and
procedures, directors should satisfy
themselves that the adviser’s policies
and procedures are reasonably designed,
adequate, and being effectively
implemented to prevent violations of
the Federal securities laws.35 Directors
may evaluate the adviser’s compliance
policies and procedures through
updates from different sources, which
may include the fund’s or the adviser’s
CCO or other appropriate sources.>®

Furthermore, with the rapid
development of increased options for
trading venues, fund boards need to
remain up to date in their familiarity
with the evolving market in this area.
We understand that fund directors
approach educating themselves on

5517 CFR 270.38a—1(a)(2)—(3) (requiring that each
fund ““[o]btain the approval of the fund’s board of
directors * * * of the fund’s policies and
procedures and those of each investment adviser
* * * which approval must be based on a finding
by the board that the policies and procedures are
reasonably designed to prevent violation of the
Federal Securities Laws by the fund, and by each
investment adviser * * *” and that each fund
“review, no less frequently than annually, the
adequacy of the policies and procedures of the fund
and of each investment adviser. * * *”). See also
Compliance Release at section I.A.2. & IL.B.2.

56 17 CFR 270.38a—1(a)(4)(iii) (requiring that the
fund designate a CCO who must, “no less than
annually, provide a written report to the board that,
at a minimum, addresses,” among other things,
“[tIhe operation of the policies and procedures of
the fund and each investment adviser. * * *). See
also Compliance Release at section I1.C.2.
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industry developments in various
ways.57

B. Board Oversight of an Investment
Adviser’s Use of Fund Brokerage
Commissions

When trading portfolio securities on
behalf of clients that are funds, there are
a number of ways in which an
investment adviser may use a portion of
fund brokerage commissions to benefit
the fund beyond execution of the
securities transaction. First, a fund
adviser may use a portion of fund
brokerage commissions to purchase
research and/or research-related
services in accordance with section
28(e) of the Exchange Act. The research
may be “proprietary’ research,
produced by the broker-dealer executing
the securities transaction or its
affiliates,?8 or it may be ‘‘third-party
research,” produced or provided by
someone other than the executing
broker-dealer.59 Investment advisers
also may purchase third-party research
themselves using cash payments from
their own account, or “hard dollars.”
Furthermore, investment advisers may
obtain proprietary and third-party
research through a “client commission
arrangement.” In a client commission
arrangement, an investment adviser
agrees with a broker-dealer effecting
trades for the adviser’s client accounts
that a portion of the commissions paid
by the accounts will be credited to
purchase research either from the
executing broker or another broker, as
directed by the adviser.6°

57 Some ways we have observed that directors
educate themselves on developments in this area
include: (i) Establishing a committee of the board
to specialize in portfolio trading practices; (ii)
requiring that the adviser form special committees
to consider best execution and the use of client
commissions and to provide reports to the board on
the adviser’s trading activities; (iii) requesting
periodic summaries and analyses from officers of
the adviser to explain the adviser’s portfolio trading
practices; (iv) attending trade association events,
seminars and/or other education events relating to
brokerage practices; (v) subscribing to third-party
information providers or retaining experts to ensure
that board members remain knowledgeable with
respect to market developments; and (vi)
periodically meeting with portfolio managers,
business unit staff, trading personnel and other
employees of the adviser.

58 See Thomas P. Lemke & Gerald T. Lins, Soft
Dollars and Other Brokerage Arrangements
§1.04[A] (2005). Proprietary research is often
provided to an investment adviser partly as a quid
pro quo for brokerage business given by the adviser
to the broker producing the research. Alternatively,
proprietary research may be provided without being
expressly requested and considered part of the
services obtained in exchange for “full service,” or
“bundled,” commissions that include a sufficient
amount of compensation to cover the cost of
research. Id.

59 See id.

60 See 2006 Release at section III (interpreting
section 28(e) to permit the industry flexibility to

In addition to obtaining research and
research-related services with fund
brokerage commissions,5? an adviser
may use fund brokerage commissions in
other ways. For example, an adviser
may utilize a commission recapture
arrangement, whereby the fund receives
a portion, or rebate, of the brokerage
commission (or spread) charged by the
broker-dealer handling the trade.
Additionally, an investment adviser
may use fund brokerage to pay certain
providers for services utilized by the
fund through an expense reimbursement
arrangement with a broker-dealer and/or
its affiliates.62

We specifically request comment on
our discussion of the various uses of
fund brokerage. Have we described the
use of fund brokerage commissions and
client commissions by advisers
correctly? Are fund brokerage
commissions used in ways that we have
not addressed but should address in this
proposed guidance?

Because fund brokerage commissions
are fund assets, investment advisers
have a conflict of interest when they use
commissions to obtain research and
related services that they would
otherwise have to pay for themselves.
Adpvisers therefore are subject to certain
requirements when using fund
brokerage in this manner. First, section
17(e)(1) of the Investment Company Act
prohibits investment advisers to
registered investment companies from
using soft dollars to obtain research or
services outside the confines of the safe
harbor provided by section 28(e) of the

structure arrangements that are consistent with the
statute and best serve investors).

61 See infra note 70 (explaining that only
commission-based trades (as opposed to mark-ups
or mark-downs or spreads) are covered under the
safe harbor in section 28(e) of the Exchange Act).

62In expense reimbursement arrangements, also
referred to as “‘brokerage/service arrangements,” a
broker-dealer typically agrees to pay a fund’s
service provider fees (such as custodian fees or
transfer agency fees) and, in exchange, the fund
agrees to direct a minimum amount of brokerage
business to the reimbursing broker. The fund
adviser usually negotiates the terms of the contract
with the service provider, and the fees charged
under the contract are paid directly by the broker-
dealer. Brokerage/service arrangements may be
structurally similar to client commission
arrangements. However, unlike client commission
arrangements, where the receipt of a benefit by the
investment adviser through the use of fund
brokerage commissions gives rise to conflicts of
interest, brokerage/service arrangements generally
do not raise these concerns because they typically
involve the use of fund brokerage commissions to
obtain services that directly and exclusively benefit
the fund. See Payment for Investment Company
Services with Brokerage Commissions, Securities
Act Release No. 7197 (July 21, 1995) [60 FR 38918
(July 28, 1995)] (“1995 Release”), at nn. 1-2 and
accompanying text; see also 2006 Release at section
ILA, n.27.

Exchange Act.63 Second, investment
advisers, as fiduciaries, generally are
prohibited from receiving any benefit
from the use of fund assets,%4 although
an investment adviser’s use of soft
dollars creates opportunities for the
adviser to benefit in ways that may not
be in the best interest of the fund. These
conflicts of interest arise in a number of
ways when investment advisers use
fund assets in soft dollar programs. For
example:

e The use of fund brokerage
commissions to buy research may
relieve an adviser of having to produce
the research itself or having to pay for
the research with “hard dollars” from
its own resources;

e The use of soft dollars may give an
adviser an incentive to compromise its
fiduciary obligations and to trade the
fund’s portfolio in order to earn soft
dollar credits;

¢ The availability of soft dollar
benefits that an adviser may receive
from fund brokerage commissions
creates an incentive for an adviser to use
broker-dealers on the basis of their
research services provided to the
adviser rather than the quality of
execution provided in connection with
fund transactions;

e An adviser may seek to use fund
brokerage commissions to obtain

6315 U.S.C. 80a—17(e)(1). Section 17(e)(1) of the
Investment Company Act generally makes it
unlawful for any affiliated person of a registered
investment company to receive any compensation
(other than a regular salary or wages from the
company) for the purchase or sale of any property
to or for the investment company when that person
is acting as an agent other than in the course of that
person’s business as a broker-dealer. Essentially,
section 17(e)(1) may be violated if an affiliated
person of a registered investment company, such as
an adviser, receives compensation (other than a
regular salary or wages from the company) for the
purchase or sale of property to or from the
investment company. Absent the protection of
section 28(e), which provides a safe harbor from
liability under other federal and state law, an
investment adviser’s receipt of compensation—
including in the form of brokerage or research
services—under a client commission arrangement
for the purchase or sale of any property, including
securities, for or to the investment company, may
constitute a violation of section 17(e)(1). See U.S.
v. Deutsch, 451 F.2d 98, 110-11 (2d Cir. 1971), cert.
denied, 404 U.S. 1019 (1972). If a fund adviser’s
client commission arrangement is not consistent
with section 28(e), disclosure of the arrangement
would not cure any section 17(e)(1) violation. See
2006 Release at n.31; 1986 Release at n.55.

64 An adviser’s obligation to act in the best
interest of its client imposes a duty on the adviser
not to profit at the expense of the client without the
client’s consent. See, e.g., Restatement (Second) of
Trusts §170 cmt. a, § 216 (1959). Also, section 206
of the Advisers Act establishes federal fiduciary
standards governing the conduct of investment
advisers. Under sections 206(1) and (2), in
particular, an adviser must discharge its duties in
the best interest of its clients, and must fully
disclose a conflict of interest with a client, before
engaging in conduct that constitutes a conflict. See
Transamerica, 444 U.S. at 17.
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research that benefits the adviser’s other
clients, including clients that do not
generate brokerage commissions (such
as fixed-income funds), those that are
not otherwise paying more than the
lowest available commission rate in
exchange for soft dollar products or
services (i.e., “paying up” in
commission costs), or those from which
the adviser receives the greatest amount
of compensation for its advisory
services;

e The use of soft dollars may disguise
an adviser’s true costs and enable an
adviser to charge advisory fees that do
not fully reflect the costs for providing
the portfolio management services; 65

e The use of fund brokerage
commissions to obtain research and
other services may cause an adviser to
avoid other uses of fund brokerage
commissions that may be in the fund’s
best interest, such as establishing a
commission recapture program or fund
expense reimbursement arrangement to
offset expenses that are paid for with
fund assets; 66 and

¢ In the case of “mixed-use”
products—for example, research
products or services obtained using soft
dollars that may serve functions that are
not related to the investment decision-
making process, such as accounting or
marketing—an adviser has a conflict
when making an allocation
determination between the research and
non-research uses of the product as
required to fulfill the requirements
under section 28(e) of the Exchange
Act.57

65 See infra section IILE (discussing the
obligations of fund advisers and fund boards under
section 15(c) of the Investment Company Act).

66 Although these types of arrangements do not
involve the conflicts posed by soft dollars, they do
raise issues related to how a fund’s assets are being
expended and other issues, such as disclosure. See
Concept Release at section VI.

67 For a discussion of “mixed-use” items, see
1986 Release at section II.B and 2006 Release at
section IILF. These releases stated, as an example
of a product that may have a mixed use,
management information services (which may
integrate trading, execution, accounting,
recordkeeping, and other administrative matters
such as measuring the performance of accounts). In
the 1986 Release, the Commission indicated that
where a product has a mixed use, an investment
adviser should make a reasonable allocation of the
cost of the product according to its use, and should
keep adequate books and records concerning the
allocations. The Commission also stated: (i) That
the allocation decision itself poses a conflict of
interest for the investment adviser that should be
disclosed to the client; and (ii) that an investment
adviser may use client commissions pursuant to
section 28(e) of the Exchange Act to pay for the
portion of a service or specific component that
assists the adviser in the investment decision-
making process, but cannot use soft dollars to pay
for that portion of a service that provides the
adviser with administrative assistance. 1986
Release at Section II.B. The 2006 Release made clear
that “brokerage” products and services, as defined

When evaluating an adviser’s use of
fund brokerage commissions in light of
these conflicts, a fund board may
determine that such use is in the best
interests of the fund.68

C. Section 28(e) Under the Securities
Exchange Act of 1934

Section 28(e) of the Exchange Act
provides a safe harbor that protects
investment advisers from liability for a
breach of fiduciary duty solely on the
basis that the adviser caused an account
over which it exercises investment
discretion to pay more than the lowest
commission rate in order to receive
brokerage and research services
provided by a broker-dealer, if the
adviser determined in good faith that
the amount of the commission was
reasonable in relation to the value of the
brokerage and research services
received.5® As we have stated, section
17(e)(1) of the Investment Company Act
prohibits investment advisers to
registered investment companies from
obtaining brokerage and research
services with fund brokerage
commissions outside the section 28(e)
safe harbor.70

in the release, may also require a mixed-use
allocation. 2006 Release at nn.72-73. For a
discussion of section 28(e) of the Exchange Act, see
infra section III.C.

68 Fund boards are not required to approve
brokerage and research services simply because
they fall within the section 28(e) safe harbor.
Rather, board determinations regarding the
purchase of brokerage and research services with
fund brokerage commissions should be made in
accordance with the fund’s best interest. In this
regard, section 28(e) contemplates that funds could
enter into contracts to reduce or eliminate an
adviser’s ability to rely on the safe harbor. See
Thomas P. Lemke & Gerald T. Lins, Soft Dollars and
Other Brokerage Arrangements §4.09 (2005) (“[TThe
language of the safe harbor itself recognizes that the
parties to an investment management relationship
may by contract opt out of Section 28(e).”); see also
Section 28(e) of the Exchange Act [15 U.S.C.
78bb(e)(1)] (stating that the safe harbor does not
apply where “expressly provided by contract”).

6915 U.S.C. 78bb(e)(1). When fixed commission
rates were abolished in 1975, investment advisers
and broker-dealers expressed concern that, if an
investment adviser were to cause a client account
to pay more than the lowest commission rate
available for a particular transaction, then the
adviser would be exposed to charges that it had
breached its fiduciary duty owed to its client.
Congress addressed this concern by enacting
section 28(e). See 2006 Release at section IL.A.

70 See supra note 63. It should be noted that
section 28(e) of the Exchange Act does not
encompass trades that are not executed on an
agency basis, principal trades (with the exception
of certain riskless principal transactions as
described below), or other instruments traded net
with no explicit commissions. See 2006 Release at
n.27. However, the Commission has interpreted the
term ‘‘commission” in section 28(e) as
encompassing fees on certain riskless principal
transactions that are reported under the trade
reporting rules of the Financial Industry Regulatory
Authority, or FINRA (as successor to the National
Association of Securities Dealers, or NASD). See
Commission Guidance on the Scope of section 28(e)

The 2006 Release provides guidance
with respect to the appropriate
framework for analyzing whether a
particular service falls within the
“brokerage and research services” safe
harbor of section 28(e).”* A fund board
should request that the fund adviser
inform directors of the policies and
procedures the adviser uses to ensure
that the types of brokerage and research
services the adviser obtains using fund
brokerage commissions fall within the
safe harbor and that the adviser has not
engaged in excessive trading in light of
the fund’s investment objectives. In
turn, in approving the policies and
procedures, a board should consider
whether they are reasonably designed to
ensure that the adviser’s use of fund
brokerage commissions complies with
the section 28(e) safe harbor, as well as
all the federal securities laws.”2

In addition, as we stated in the 2006
Release, to rely on the section 28(e) safe
harbor, an adviser must: (i) Determine
whether the product or service obtained
is eligible research or brokerage under
section 28(e); (ii) determine whether the
eligible product actually provides
lawful and appropriate assistance in the
performance of his investment decision-
making responsibilities; and (iii) make a
good faith determination that the
amount of client commissions paid is
reasonable in light of the value of
products or services provided by the
broker-dealer.”? We also reaffirmed an
investment adviser’s essential obligation
under section 28(e) to make this good
faith determination and that the burden
in demonstrating this determination
rests on the investment adviser.”¢ An
adviser should demonstrate to the board
that it has met this burden.”> We
specifically request comment on our
proposed guidance in this regard. We
also request examples of effective
practices fund boards employ when
evaluating whether an adviser has made

of the Exchange Act, Exchange Act Release No.
45194 (Dec. 27, 2001) [67 FR 6 (Jan. 2, 2002)], at
Section II.

71 See 2006 Release at section III.

72 See supra note 52 and accompanying text
(discussing a fund board’s obligation to approve an
adviser’s compliance policies and procedures).

73 See 2006 Release at Section III.B.

74 See id.

75 See 2006 Release at n.150 and accompanying
text (citing House Comm. on Interstate and Foreign
Commerce, Securities Reform Act of 1975 (H.R.
4111), H.R. Rep. No. 94-123, at 95 (1975) (“It is,
of course, expected that money managers paying
brokers an amount [of commissions] which is based
upon the quality and reliability of the broker’s
services including the availability and value of
research, would stand ready and be required to
demonstrate that such expenditures were bona
fide.”)); see also 1986 Release at Section IV.B.3
(explaining that, among the responsibilities of the
disinterested directors of a fund may be to monitor
the adviser’s soft dollar arrangements).
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the good faith determination required
under section 28(e).

D. An Investment Adviser’s General
Fiduciary Obligations to Clients that Are
Funds When Using Soft Dollars

As we have stated, although a fund
adviser may satisfy the requirements for
using client commissions to pay for
brokerage and research services under
the section 28(e) safe harbor, a fund’s
directors still should evaluate the
adviser’s use of fund brokerage
commissions to purchase research and
services in order to determine whether
the adviser is acting in the best interest
of the fund. If a fund board determines
that the adviser’s use of brokerage
commissions is not in the best interest
of the fund, the board should prohibit
or limit the use of fund brokerage
commissions and direct the adviser
accordingly.”®

In this regard, directors need to
understand the procedures that the
fund’s investment adviser employs to
address any potential conflicts of
interest and ensure that fund
commissions are being used
appropriately. For example, to try to
address concerns that a broker-dealer
may be chosen by an adviser for reasons
other than the quality of the broker-
dealer’s execution (including the
brokerage and research services it
provides), some advisers, particularly
larger ones, may use an internal process
referred to as a ““broker vote” or “broker
tolls,” whereby the adviser’s investment
professionals, typically the portfolio
managers and investment analysts,
assess the value of the research and
services different broker-dealers provide
to determine which broker-dealer’s
research and other services the adviser
should purchase.?”

To assist the board in understanding
the adviser’s policies and procedures
regarding the use of fund brokerage
commissions to obtain brokerage and
research services, the board should
request that the adviser inform the
directors as to such matters as the
following:

e How does the adviser determine the
total amount of research to be obtained
and how will the research actually be
obtained? In particular:

76 See supra note 68 and accompanying text.

77 Advisers have informed us that, although many
employ a broker vote, the actual process of
determining which brokers to use varies among
firms, as do the factors upon which each firm’s
voting system is based. Often a system of rating or
allocating points is used to set targets for each
broker, with the better-rated brokers receiving
additional orders. Other firms have substantially
less formal broker-selection processes.

e How does the adviser determine the
amount to be spent using hard versus
soft dollars?

o How does the adviser determine
amounts to be spent on proprietary
versus third-party research
arrangements?

e What types of research products
and services will the adviser seek to
obtain and how will this research be
beneficial to the fund?

e How does the adviser determine
amounts to be used in commission
recapture programs and expense
reimbursement programs?

e What is the process for establishing
a soft dollar research budget and
determining brokerage allocations in the
soft dollar program? Is a broker vote
process or some other mechanism used?

e Do any alternative trading venues
that are used produce soft dollar
credits? If so, how much?

e How does the adviser determine
that the use of soft dollars is within the
section 28(e) safe harbor? In particular:

e Is the product or service obtained
eligible brokerage or research, as
defined under section 28(e)?

e Does the product or service provide
lawful and appropriate assistance to the
adviser in carrying out its investment
decision-making responsibilities?

o Is the amount of commissions paid
reasonable (based upon a good faith
determination) in light of the value of
brokerage and research services
provided by the broker-dealer?

e How does soft dollar usage compare
to the adviser’s total commission
budget?

e How are soft dollar products and
services allocated among the adviser’s
clients? Are the commissions paid for
certain trades in fund portfolio
securities similar to commissions paid
for transactions in similar securities, or
of similar sizes, by the fund and the
adviser’s other clients (including clients
that are not funds)? Are other clients
paying lower commissions that do not
include a soft dollar component? If so,
does the adviser adequately explain the
discrepancy in commission rates and
provide the board data sufficient to
satisfy the board that the fund is not
subsidizing the research needs of the
adviser’s other client? To what extent
are the products and services purchased
through soft dollar arrangements used
for the benefit of fixed-income or other
funds that generally do not pay
brokerage commissions?

e What is the process for assessing
the value of the products or services
purchased with soft dollars?

e What is the process used to evaluate
the portion of a mixed use product or

service that can be paid for under
section 28(e)? 78

¢ To what extent does the adviser use
client commission arrangements? What
effect do these arrangements have on
how the adviser selects a broker-dealer
to complete a particular transaction?
How does the adviser explain that the
use of client commission arrangements
benefits the fund? 79

We request comment on the
information boards should receive to
facilitate their review of an adviser’s use
of soft dollars.8° Should boards request
any further information from advisers in
this regard? Should boards employ any
specific alternative approaches or
analyses when reviewing an adviser’s
soft dollar usage? Is further guidance
needed with respect to how a board
should approach reviewing an adviser’s
soft dollar usage?

As with the adviser’s trading
practices, after receiving appropriate
input and information from the adviser,
if the board believes that the fund’s
brokerage commissions could be used
differently so as to provide greater
benefits to the fund, the board should
direct the adviser accordingly. For
example, the adviser should explain to
the board that the value the fund
receives from the brokerage and
research services purchased with fund
brokerage commissions is appropriate,

78 As we stated in the 2006 Release, in allocating
costs for a particular product or service, a money
manager should make a good faith, fact-based
analysis of how it and its employees use the
product or service. It may be reasonable for an
investment adviser to infer relative costs from
relative benefits to the firm or its clients. Relevant
factors might include, for example, the amount of
time the product or service is used for eligible
purposes versus non-eligible purposes, the relative
utility (measured by objective metrics) to the firm
of the eligible versus non-eligible uses, and the
extent to which the product is redundant with other
products employed by the firm for the same
purpose. See 2006 Release at section IILF, n.148.

79 We believe that the availability of electronic
methods to order, track, and analyze securities
trading may make it easier to determine whether
client commission arrangements benefit a fund.
With electronic trading, advisers and fund boards
may be able to determine the costs associated with
trade execution, as well as the expense of research
paid for with fund brokerage commissions, with
greater certainty. Also, to the extent that they
incorporate transparency mechanisms such as the
invoicing of costs for particular research products
and services, the use of certain client commission
arrangements may enable fund boards to more
clearly determine the actual amount of commission
dollars used to pay for research and those used to
pay for execution.

80 The staff has outlined some of the specific
information fund boards have reviewed with
respect to soft dollar arrangements. See Inspection
Report on the Soft Dollar Practices of Broker-
Dealers, Investment Advisers and Mutual Funds,
Office of Compliance, Inspections and
Examinations (Sept. 1998), available at http://
www.sec.gov/news/studies/softdolr.htm (“1998
Staff Report™’), at Appendix G.
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and whether the services are
inappropriately benefiting another of
the adviser’s clients at the fund’s
expense. In directing the adviser, the
board also should consider such matters
as: (i) Whether it is appropriate for the
adviser to refrain from purchasing
research services in connection with
certain types of trades, depending on
market conditions; (ii) whether it is
appropriate for the adviser to use fund
brokerage commissions to receive
brokerage and research services on some
or all trades; (iii) whether fund
brokerage commissions should be used
only in connection with a commission
recapture or expense reimbursement
program; and (iv) whether some
combination of these alternatives may
be in the best interest of the fund.

In addition, fund boards should
inquire as to how the adviser’s
compliance policies and procedures
with respect to soft dollars are
determined and monitored.8? In
deciding whether to approve these
policies and procedures, directors
should consider, and the investment
adviser should explain, how the policies
and procedures eliminate or otherwise
mitigate the conflicts of interest that
exist when an adviser trades portfolio
securities on the fund’s behalf.82
Furthermore, the value of research
obtained through the use of soft dollars
is a factor a fund board should consider
when determining whether an
investment adviser has fulfilled its best
execution obligations.83 The conflicts of
interest inherent in soft dollar
arrangements require boards to pay
particular attention to investment
advisers’ activities in this regard to
ensure that fund assets are being used
appropriately on behalf of the fund.84

81 The Commission has stated that, in addition to
an adviser’s general best execution obligations, the
compliance policies and procedures advisers are
required to adopt and implement under rule
206(4)-7 of the Advisers Act should address the
adviser’s uses of client brokerage to obtain research
and other services. See Compliance Release at
Section II.

821n this regard, fund boards may look to, among
other sources, the fund’s CCO to provide assistance
with evaluating any potential conflicts of interest
with respect to the adviser’s brokerage practices and
determining how those conflicts should be
addressed. See Compliance Release at section
ILA.2.b.

83 See 1986 Release at section V. An adviser
should consider the full range and quality of the
broker’s services, including the value of research
provided, in assessing whether a broker will
provide best execution.

84 As suggested above, failure by an investment
adviser to disclose material conflicts of interest to
its clients may constitute fraud within the meaning
of sections 206(1) and (2) of the Advisers Act. See
supra note 64. See also Capital Gains, 375 U.S. at
191-193, 200-01 (noting that “suppression of
information material to an evaluation of the

We request comment on our proposed
guidance in regard to how a fund board
should approach its review of an
adviser’s use of soft dollars and the
adviser’s applicable policies and
procedures to ensure that the conflicts
of interest inherent in these transactions
are being managed.

E. Section 15(c) Under the Investment
Company Act

In addition to their oversight and
monitoring responsibilities with respect
to portfolio trading and the conflicts of
interest associated with soft dollar
programs, fund directors have an
obligation to review the adviser’s
compensation. This requirement stems
from the requirement in section 15(c) of
the Investment Company Act that the
independent members of the board
review the fund’s investment advisory
contract on an annual basis.8> A fund
board’s review of the adviser’s
compensation under section 15(c)
should incorporate consideration of soft
dollar benefits that the adviser receives
from fund brokerage.86 In considering
the advisory contract for approval, fund
boards are required under section 15(c)
to request and evaluate such
information as may reasonably be
necessary to evaluate the terms of the
contract, and the adviser to the fund has
the obligation to furnish to the board the
information necessary to review the
contract.8”

disinterestedness of an investment adviser” may
operate “as a deceit on purchasers.”).

8515 U.S.C. 80a—15(c). Section 15(c) makes it
unlawful for an investment company to enter into
or renew an investment advisory contract unless it
is approved by a majority of the company’s
disinterested directors.

86 See 2006 Release; 1986 Release. In connection
with the board’s section 15(c) review of the
advisory contract, section 36(b) of the Investment
Company Act imposes a fiduciary duty on fund
advisers with respect to their receipt of
compensation for services or payments of a material
nature from the fund or its shareholders. 15 U.S.C.
80a—36(b). In determining whether an adviser has
breached its obligations under section 36(b), the
seminal case of Gartenberg v. Merrill Lynch Asset
Mgmt., Inc., 694 F.2d 923 (2d Cir. 1982), suggests
that all of the facts and circumstances surrounding
the adviser’s relationship with the fund are
appropriate for director consideration in approving
the advisory contract. To the extent an adviser
receives benefits from the use of soft dollars that are
of “sufficient substance,” these benefits should be
disclosed and considered by the fund’s board of
directors. Id. at 932—-933 (stating that “estimates of
* * * ‘fa]l-out’ and ‘float benefits’ which, while not
precise, could be a factor of sufficient substance to
give the Funds’ trustees a sound basis for
negotiating a lower Manager’s fee.”).

87 Section 15(a)(1) of the Investment Company
Act, which makes it unlawful for any person to
serve as an investment adviser of a registered
investment company except pursuant to a written
contract which has been approved by a majority
vote of shareholders and which “precisely describes
all compensation” to be paid under that contract,
also should be considered with regard to soft dollar

Although fund boards typically
review the use of fund brokerage by the
adviser (including the adviser’s use of
soft dollars) during the contract review
process, Commission examinations
show wide variations in board practices
in this area.?8 In many cases, fund
boards are provided with Part II of the
adviser’s Form ADV. While Form ADV
provides important information
regarding the investment adviser, the
Form ADV disclosure requirement was
not designed for the purpose of
providing fund directors with all of the
information needed to help them satisfy
board obligations under section 15(c) of
the Investment Company Act. In order
to fulfill their obligations in connection
with the section 15(c) review process,
fund boards often seek additional
information on soft dollars. However,
the types of additional information a
board may require may vary depending
on factors such as: (i) The scope and
nature of the soft dollar program; (ii) the
level of clarity and utility of the
materials provided; (iii) the board’s
confidence in the adviser’s relevant
policies and procedures; and (iv) the
adviser’s compliance record. For
example, information directors seek
may range from simple reports on the
cost of third-party soft dollar services to
detailed reports on all fund portfolio
securities transactions, including
transaction volumes, soft dollar credits,
services provided, and broker reviews.

To assist fund boards in carrying out
their responsibilities under section
15(c), we believe it is appropriate for
fund boards to request certain
information regarding the adviser’s use
of fund brokerage, including soft dollar
arrangements. Specifically, fund
directors should require investment
advisers, at a minimum, to provide them
with information regarding the adviser’s
brokerage policies, and how a fund’s
brokerage commissions, and, in
particular, the adviser’s use of soft
dollar commissions, were allocated, at
least on an annual basis. Fund directors,
in turn, should consider this
information when they evaluate the
terms of the advisory contract for the
fund. Fund directors should, for
example, consider whether the adviser
properly accounts for use of fund
brokerage commissions to purchase

arrangements. 15 U.S.C. 80a—15(a)(1). See 1986
Release at n.40.

88 See 1998 Staff Report at 36. Examinations
conducted since the 1998 Staff Report continue to
document wide variations in the fund board review
process. For example, our inspection staff has
observed that, in certain cases, a fund board has not
obtained the information necessary to evaluate soft
dollar arrangements in the context of the board’s
section 15(c) review.
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research that primarily or solely benefits
another client of the adviser. We
specifically ask for comment on the
information that boards should request
and that the adviser should provide in
connection with the board’s review of
the advisory contract under section
15(c).

IV. Disclosure to Other Advisory
Clients and Fund Investors

Our proposed guidance is designed to
provide fund directors with information
that will help them fulfill their oversight
obligations with respect to the trading
practices of the fund’s investment
adviser, including the adviser’s use of
soft dollars. The fact that the guidance
is focused on fund boards should not be
interpreted as an indication that the
current level of soft dollar disclosure
that is provided to other advisory clients
and fund investors cannot be
improved.89 Accordingly, we solicit
comment on whether we should
propose additional disclosure
requirements.

Currently, Part I of Form ADV, the
adviser’s firm brochure, must address
the adviser’s soft dollar practices.
However, a 1998 report from our Office
of Compliance Inspections and
Examinations (“OCIE”’) observed that
advisers’ disclosure often failed to
provide sufficient information for
clients or prospective clients to
understand the advisers’ soft dollar
practices and the conflicts those
practices present.9° In its report, OCIE
stated that most advisers’ descriptions
of soft dollar practices were boilerplate,
and urged that we consider amending
Form ADV to require better
disclosure.?* We sought to address this
concern in our proposed amendments to
Part 2 of Form ADV.92 As currently

89 We have considered enhancing soft dollar
disclosure requirements in the past. For example,
the Commission proposed a rule in 1995 that would
have required an adviser to provide its clients with
an annual report setting forth certain information
about the adviser’s use of client brokerage and the
soft dollar services received by the adviser. The
report would have included certain quantitative
information about brokerage allocation and
commissions paid. See Disclosure by Investment
Advisers Regarding Soft Dollar Practices,
Investment Advisers Act Release No. 1469 (Feb. 14,
1995) [60 FR 9750 (Feb. 21, 1995)].

90 See 1998 Staff Report.

91]d.

92 See Amendments to Form ADV, Investment
Advisers Act Release No. 2711 (March 3, 2008) [73
FR 13958 (March 14, 2008)]. As proposed, Item 12
of Part 2 would require an adviser that receives soft
dollar products and services to disclose its practices
and to discuss the conflicts of interest they create.
Specifically, Part 2 would require an adviser to
disclose to clients: (i) That it receives a benefit
because it does not have to produce or pay for the
products and services; (ii) that it has an incentive
to select broker-dealers based on its interests
instead of clients’ interests in receiving best

proposed, Form ADV would require
advisers to discuss the conflicts of
interest inherent in an adviser’s soft
dollar practices and to describe the
products and services acquired with soft
dollars with enough specificity to
permit clients to evaluate the conflicts
of interest involved.93

The guidance we are proposing today
reflects the Commission’s view of the
critical role fund boards play in
managing the adviser’s conflicts of
interest. We request general comment
on our proposed guidance. In addition,
we specifically request comment on
whether: (i) Further disclosure to fund
investors of the information we suggest
fund boards should consider would be
helpful; (ii) any specific disclosure
should be mandated to better assist
investors in making informed
investment decisions; and (iii) the
public dissemination of particular
information regarding a fund adviser’s
portfolio trading practices would have
an adverse impact on the fund adviser’s
relationships with the broker-dealers
that execute fund portfolio transactions.

We also request comment on whether
we should again consider proposing to
require investment advisers to provide
their clients with customized
information about how their individual
brokerage is being used. If so, what
types of information would be useful
and in what detail? Should the
information provided be different for
institutional and non-institutional
clients? Do institutional clients already
require their advisers to provide
information to them about soft dollars
on a regular basis, and if so, what kind
of information do they receive? What
are the cost implications of requiring
individual client reports?

V. Solicitation of Additional Comments

In addition to the areas for comment
identified above, we are interested in
any other issues that commenters may
wish to address relating to fund board
oversight of advisers’ portfolio trading
practices. Please be as specific as
possible in your discussion and analysis
of any additional issues.

By the Commission.

execution; (iii) whether or not it pays-up for soft
dollar benefits; (iv) whether soft dollar benefits are
used to service all of its accounts or just the
accounts that paid for the benefits; and (v) the
products and services it receives, describing them
with enough specificity for clients to understand
and evaluate possible conflicts of interest.

93 ]d.

Dated: July 30, 2008.
Florence E. Harmon,
Acting Secretary.
[FR Doc. E8—-18035 Filed 8-5-08; 8:45 am]|
BILLING CODE 8010-01-P
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Internal Revenue Service

26 CFR Part 1
[REG-102822-08]

RIN 1545-BH54

Section 108 Reduction of Tax
Attributes for S Corporations

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Notice of proposed rulemaking
and notice of public hearing.

SUMMARY: This document contains
proposed regulations that provide
guidance on the manner in which an S
corporation reduces its tax attributes
under section 108(b) for taxable years in
which the S corporation has discharge
of indebtedness income that is excluded
from gross income under section 108(a).
In particular, the regulations address
situations in which the aggregate
amount of the shareholders’ disallowed
section 1366(d) losses and deductions
that are treated as a net operating loss
tax attribute of the S corporation
exceeds the amount of the S
corporation’s excluded discharge of
indebtedness income. The proposed
regulations will affect S corporations
and their shareholders. This document
also provides notice of a public hearing
on these proposed regulations.

DATES: Written and electronic comments
must be received by November 4, 2008.
Outlines of topics to be discussed at the
public hearing scheduled for December
8, 2008, must be received by November
4, 2008.

ADDRESSES: Send submissions to
CC:PA:LPD:PR (REG-102822-08), Room
5203, Internal Revenue Service, PO Box
7604, Ben Franklin Station, Washington,
DC 20044. Submissions may be hand-
delivered Monday through Friday
between the hours of 8 a.m. and 4 p.m.
to CC:PA:LPD:PR (REG-102822-08),
Courier’s Desk, Internal Revenue
Service, 1111 Constitution Avenue,
NW., Washington, DC, or sent
electronically via the Federal
eRulemaking Portal at
www.regulations.gov/ (IRS REG—
102822-08). The public hearing will be
held in the IRS Auditorium, Internal
Revenue Building, 1111 Constitution
Avenue, NW., Washington, DC.
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FOR FURTHER INFORMATION CONTACT:
Concerning the proposed regulations,
Jennifer N. Keeney, (202) 622—-3060;
concerning submissions of comments,
the hearing, or to be placed on the
building access list to attend the
hearing, Funmi Taylor, (202) 622-7180
(not toll-free numbers).
SUPPLEMENTARY INFORMATION:

Paperwork Reduction Act

The collections of information
contained in this notice of proposed
rulemaking have been submitted to the
Office of Management and Budget for
review in accordance with the
Paperwork Reduction Act of 1995 (44
U.S.C. 3507(d)). Comments on the
collections of information should be
sent to the Office of Management and
Budget, Attn: Desk Officer for the
Department of the Treasury, Office of
Information and Regulatory Affairs,
Washington, DC 20503, with copies to
the Internal Revenue Service, Attn: IRS
Reports Clearance Officer,
SE:W:CAR:MP:T:T:SP, Washington, DC
20224. Comments on the collection of
information should be received by
November 4, 2008. Comments are
specifically requested concerning:

Whether the proposed collection of
information is necessary for the proper
performance of the functions of the
Internal Revenue Service, including
whether the information will have
practical utility;

The accuracy of the estimated burden
associated with the proposed collection
of information;

How the quality, utility, and clarity of
the information to be collected may be
enhanced;

How the burden of complying with
the proposed collections of information
may be minimized, including through
the application of automated collection
techniques or other forms of information
technology; and

Estimates of capital or start-up costs
and costs of operation, maintenance,
and purchase of service to provide
information.

The collection of information in these
proposed regulations is in §1.108—
7(d)(4). This information must be
provided by both the S corporations that
exclude discharge of indebtedness
income from gross income under section
108(a) and the shareholders of those S
corporations. The information will be
used by the S corporation to properly
reduce its tax attributes under section
108(b), and the information will be used
by the shareholders of S corporations to
calculate their taxable income in
succeeding taxable years. The
respondents will be S corporations and
their shareholders.

Estimated total annual reporting
burden: 1,000 hours.

Estimated average annual burden
hours per respondent: 1 hour.

Estimated number of respondents:
1,000.

Estimated annual frequency of
responses: On occasion.

An agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless it displays a valid control
number assigned by the Office of
Management and Budget.

Books or records relating to a
collection of information must be
retained as long as their contents may
become material in the administration
of any internal revenue law. Generally,
tax returns and return information are
confidential, as required by 26 U.S.C.
6103.

Background

This document contains proposed
amendments to 26 CFR part 1 under
section 108 of the Internal Revenue
Code (Code). Section 61(a) provides that
gross income means all income from
whatever source derived, including (but
not limited to) income from discharge of
indebtedness, also known as
cancellation of debt (COD income).
Section 108(a) provides an exclusion
from gross income for COD income if
the discharge occurs while the taxpayer
is bankrupt or insolvent, or if the
indebtedness discharged is qualified
farm indebtedness, certain qualified real
property business indebtedness, or
certain qualified principal residence
indebtedness. In the case of a discharge
of indebtedness during insolvency, the
exclusion from income is limited to the
amount by which the taxpayer is
insolvent. Section 108(b) provides that
the taxpayer must reduce certain
specified tax attributes to the extent
COD income is excluded under section
108(a)(1)(A), (B), or (C). Section 108(b)
also provides the order in which these
tax attributes must be reduced. Unless
the taxpayer makes an election under
section 108(b)(5) to first reduce the basis
of depreciable property, section
108(b)(2)(A) provides that the first tax
attribute to be reduced is any net
operating loss for the taxable year of the
discharge, and any net operating loss
carryover to such taxable year.

Explanation of Provisions

A. Allocation of Excess Losses and
Deductions After Section 108(b) Tax
Attribute Reduction

Section 108 provides special rules for
an S corporation that has COD income.
Section 108(d)(7)(A), as amended by the

Job Creation and Worker Assistance Act
of 2002, Public Law 107-147, provides,
in part, that the rules under section
108(a) for the exclusion of COD income
and under section 108(b) for the
reduction of tax attributes are applied at
the corporate level, including by not
taking into account under section
1366(a) any amount excluded under
section 108(a). Therefore, if an S
corporation excludes COD income from
its gross income under section 108(a),
the amount excluded is applied to
reduce the S corporation’s tax attributes
under section 108(b)(2). Under section
108(b)(4)(A), the reduction of tax
attributes occurs after the S
corporation’s items of income, loss,
deduction and credit for the taxable year
of the discharge pass through to its
shareholders under section 1366(a).
Under section 1366(d)(1), the aggregate
amount of losses and deductions a
shareholder can take into account under
section 1366(a) cannot exceed the
shareholder’s adjusted basis in the
shareholder’s stock in the S corporation
and the shareholder’s adjusted basis of
any indebtedness of the S corporation to
the shareholder. For purposes of the tax
attribute reduction rule under section
108(b)(2), any loss or deduction that is
disallowed for the taxable year of the
discharge under section 1366(d)(1) is
treated as a net operating loss of the S
corporation under section 108(d)(7)(B)
(deemed NOL). The proposed
regulations clarify that the S
corporation’s deemed NOL includes all
losses and deductions disallowed under
section 1366(d)(1) for the taxable year of
the discharge, including disallowed
losses and deductions of a shareholder
that had transferred all of the
shareholder’s stock in the S corporation
during such year.

If the amount of the S corporation’s
deemed NOL exceeds the amount of
excluded COD income, the proposed
regulations provide that the S
corporation’s excess deemed NOL is
allocated to the shareholder or
shareholders of the S corporation as
losses and deductions disallowed under
section 1366(d)(1) for the taxable year of
the discharge. If an S corporation has
more than one shareholder during the
taxable year of the discharge, the
proposed regulations provide a rule for
determining the amount of excess
deemed NOL allocated to each
shareholder. The allocation rule in the
proposed regulations takes into account
the amount of each shareholder’s
disallowed losses or deductions under
section 1366(d)(1) (before the tax
attribute reduction under section
108(b)(2)) and the amount of excluded
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COD income that would have been
taken into account by each shareholder
under section 1366(a) had the COD
income not been excluded under section
108(a). This allocation method
alleviates, within the parameters of
section 108(d)(7)(B), the disparate
treatment that could occur where the
shareholders’ respective disallowed
losses or deductions under section
1366(d)(1) that are treated as the S
corporation’s deemed NOL are
disproportionate to the shareholders’
respective ownership interests. The IRS
and the Treasury Department recognize
that shareholders may be
disproportionately impacted where the
shareholders’ respective disallowed
losses or deductions are
disproportionate to their respective
ownership interests. The IRS and the
Treasury Department request comments
on alternative mechanisms that could
address such disproportionate economic
effects and on the collateral
consequences of such mechanisms.

The proposed regulations also provide
that any amount of the S corporation’s
excess deemed NOL that is allocated
under this allocation method to a
shareholder that had transferred all of
the shareholder’s stock in the S
corporation during the year of the
discharge is treated as a disallowed loss
or deduction that is permanently
disallowed under § 1.1366-2(a)(5) of the
Income Tax Regulations, unless the
transfer is described in section 1041(a).

B. Character of Excess Deemed NOL
Allocated to a Shareholder

A shareholder’s losses or deductions
disallowed under section 1366(d)(1)
consist of a pro rata share of the total
losses and deductions allocated to the
shareholder under section 1366(a)
during the corporation’s taxable year
(including losses and deductions
disallowed under section 1366(d)(1) for
prior years that are treated as current
year losses and deductions with respect
to the shareholder under section
1366(d)(2)). The character of any item
included in a shareholder’s pro rata
share under section 1366(a) is
determined as if such item were realized
directly from the source from which it
was realized by the S corporation, or
incurred in the same manner as
incurred by the corporation. The items
of income, loss, or deduction that pass
through to a shareholder, and that
comprise a shareholder’s suspended
loss or deduction under section
1366(d)(1), retain their character (for
example, ordinary deduction, long-term
capital loss).

Section 108(d)(7)(B) does not address
potential character differences that may

exist in a shareholder’s disallowed
losses or deductions under section
1366(d)(1) that are included in the S
corporation’s deemed NOL. Under the
general rules of section 108(b)(2), a
taxpayer’s net operating loss is reduced
before any other tax attributes, such as
capital loss carryovers. Therefore, to be
consistent with the ordering rule in
section 108(b)(2), the proposed
regulations provide that in determining
the character of the amount of the S
corporation’s excess deemed NOL that
is allocated to a shareholder, any
ordinary loss or deduction that was
disallowed under section 1366(d)(1) and
that was included in the S corporation’s
deemed NOL is treated as reduced
before any capital loss that was
disallowed under section 1366(d)(1) and
that was included in the S corporation’s
deemed NOL. With respect to section
1231 losses, where it is uncertain
whether the loss ultimately will be
characterized as ordinary or capital, the
proposed regulations provide that any
section 1231 loss or deduction that was
disallowed under section 1366(d)(1) and
that was included in the S corporation’s
deemed NOL is treated as reduced after
any ordinary loss and before any capital
loss.

C. Information Sharing Requirements

An S corporation shareholder
determines the amount of any
suspended loss or deduction under
section 1366(d)(1) for a taxable year. If
the shareholder has a suspended loss or
deduction under section 1366(d)(1), the
shareholder maintains a record of the
carryover loss or deduction amount.
Because any suspended loss or
deduction under section 1366(d)(1) is
treated as a net operating loss of the S
corporation for purposes of the tax
attribute reduction rule under section
108(b)(2), the S corporation will need to
know the amount of each shareholder’s
suspended loss or deduction under
section 1366(d)(1). The proposed
regulations require shareholders of an S
corporation that excludes COD income
from its gross income in a taxable year
to provide this information to the S
corporation. In addition, because each
shareholder will need to know the
amount of the shareholder’s disallowed
losses or deductions remaining after the
tax attribute reduction, the proposed
regulations require the S corporation to
provide to its shareholders the amount
of any excess deemed NOL that is
allocated to a shareholder after the tax
attribute reduction, even if such amount
is zero. The IRS and the Treasury
Department request comments on
whether the information sharing
requirements in the proposed

regulations are necessary or overly
burdensome and on whether special
rules are needed if shareholders fail to
provide the required information to the
S corporation.

Proposed Effective Date

These regulations are proposed to
apply to discharges of indebtedness
occurring on or after the date these
regulations are published as final
regulations in the Federal Register.

Special Analyses

It has been determined that this notice
of proposed rulemaking is not a
significant regulatory action as defined
in Executive Order 12866. Therefore, a
regulatory assessment is not required. It
also has been determined that section
553(b) of the Administrative Procedure
Act (5 U.S.C. chapter 5) does not apply
to these regulations. It is hereby
certified that the collection of
information contained in these
regulations will not have a significant
economic impact on a substantial
number of small entities. This
certification is based on the fact that the
collection burden imposed on S
corporations and their shareholders is
minimal in that it requires S
corporations and their shareholder(s) to
share information that shareholders
already maintain to determine their
respective tax liability. Moreover, it
should take an S corporation or a
shareholder no more than one hour to
satisfy the information sharing
requirements in these regulations.
Finally, the collection burden imposed
applies only to S corporations that are
required to reduce their tax attributes
under section 108(b) of the Code—a
group estimated to be less than 1
percent of all existing S corporations.
Therefore, a regulatory flexibility
analysis under the Regulatory
Flexibility Act (5 U.S.C. chapter 6) is
not required. Pursuant to section 7805(f)
of the Code, this regulation has been
submitted to the Chief Counsel for
Advocacy of the Small Business
Administration for comment on its
impact on small business.

Comments and Public Hearing

Before these proposed regulations are
adopted as final regulations,
consideration will be given to any
written (a signed original and eight (8)
copies) or electronic comments that are
submitted timely to the IRS. The IRS
and the Treasury Department request
comments on the clarity of the proposed
rules and how they can be made easier
to understand. All comments will be
available for public inspection and

copying.
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A public hearing has been scheduled
for December 8, 2008, beginning at 10
a.m. in the auditorium of the Internal
Revenue Building, 1111 Constitution
Avenue, NW., Washington, DC. Due to
building security procedures, visitors
must enter at the Constitution Avenue
entrance. In addition, all visitors must
present photo identification to enter the
building. Because of access restrictions,
visitors will not be admitted beyond the
Internal Revenue Building lobby more
than 30 minutes before the hearing
starts. For information about having
your name placed on the building
access list to attend the hearing, see the
FOR FURTHER INFORMATION CONTACT
section of this preamble.

The rules of 26 CFR 601.601(a)(3)
apply to the hearing. Persons who wish
to present oral comments at the hearing
must submit written or electronic
comments by November 4, 2008 and
submit an outline of the topics to be
discussed and the time to be devoted to
each topic (signed original and eight (8)
copies) by November 4, 2008. A period
of 10 minutes will be allotted to each
person for making comments. An
agenda showing the schedule of
speakers will be prepared after the
deadline for receiving outlines has
passed. Copies of the agenda will be
available free of charge at the hearing.

Drafting Information

The principal author of these
regulations is Jennifer N. Keeney, Office
of the Associate Chief Counsel
(Passthroughs and Special Industries).
However, other personnel from the IRS
and the Treasury Department
participated in their development.

List of Subjects in 26 CFR Part 1

Income taxes, Reporting and
recordkeeping requirements.

Proposed Amendments to the
Regulations

Accordingly, 26 CFR part 1 is
proposed to be amended as follows:

PART 1—INCOME TAXES

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

Authority: 26 U.S.C. 7805 * * *

Par. 2. Section 1.108-7 is amended
by:

1. Redesignating paragraphs (d) and
(e) as paragraphs (e) and (f),
respectively.

2. Adding new paragraph (d).

3. Adding paragraph (e) Example 5
and Example 6 to newly-redesignated
paragraph (e).

4. Revising newly-redesignated
paragraph (f).

The additions and revision read as
follows:

§1.108-7 Reduction of attributes.
* * * * *

(d) Special rules for S corporations—
(1) In general. If an S corporation
excludes COD income from gross
income under section 108(a)(1)(A), (B),
or (C), the amount excluded shall be
applied to reduce the S corporation’s tax
attributes under paragraph (a)(1) of this
section. For purposes of paragraph
(a)(1)(i) of this section, the aggregate
amount of the shareholders’ losses or
deductions that are disallowed for the
taxable year of the discharge under
section 1366(d)(1), including disallowed
losses or deductions of a shareholder
that transfers all of the shareholder’s
stock in the S corporation during the
taxable year of the discharge, is treated
as the net operating loss tax attribute
(deemed NOL) of the S corporation for
the taxable year of the discharge.

(2) Allocation of excess losses or
deductions—(i) In general. If the amount
of an S corporation’s deemed NOL
exceeds the amount of the S
corporation’s COD income that is
excluded from gross income under
section 108(a)(1)(A), (B), or (C), the
excess deemed NOL shall be allocated
to the shareholder or shareholders of the
S corporation as a loss or deduction that
is disallowed under section 1366(d) for
the taxable year of the discharge.

(ii) Multiple shareholders—(A) In
general. If an S corporation has multiple
shareholders, to determine the amount
of the S corporation’s excess deemed
NOL to be allocated to each shareholder
under paragraph (d)(2)(i) of this section,
calculate with respect to each
shareholder the shareholder’s excess
amount. The shareholder’s excess
amount is the amount (if any) by which
the shareholder’s losses or deductions
disallowed under section 1366(d)(1)
(before any reduction under paragraph
(a)(1) of this section) exceed the amount
of COD income that would have been
taken into account by that shareholder
under section 1366(a) had the COD
income not been excluded under section
108(a).

(B) Shareholders with a shareholder’s
excess amount. Each shareholder that
has a shareholder’s excess amount, as
determined under paragraph
(d)(2)(i1)(A) of this section, is allocated
an amount equal to the S corporation’s
excess deemed NOL multiplied by a
fraction, the numerator of which is the
shareholder’s excess amount and the
denominator of which is the sum of all
shareholders’ excess amounts.

(C) Shareholders with no
shareholder’s excess amount. If a
shareholder does not have a
shareholder’s excess amount as
determined in paragraph (d)(2)(ii)(A) of
this section, none of the S corporation’s
excess deemed NOL shall be allocated
to that shareholder.

(iii) Terminating shareholder. Any
amount of the S corporation’s excess
deemed NOL allocated under paragraph
(d)(2) of this section to a shareholder
that had transferred all of the
shareholder’s stock in the corporation
during the taxable year of the discharge
is permanently disallowed under
§1.1366-2(a)(5), unless the transfer of
stock is described in section 1041(a). If
the transfer of stock is described in
section 1041(a), the amount of the S
corporation’s excess deemed NOL
allocated to the transferor under
paragraph (d)(2) of this section shall be
treated as a loss or deduction incurred
by the corporation in the succeeding
taxable year with respect to the
transferee. See section 1366(d)(2)(B).

(3) Character of excess losses or
deductions allocated to a shareholder.
In determining the character of the
amount of the S corporation’s excess
deemed NOL allocated to a shareholder
under paragraph (d)(2) of this section,
any ordinary loss or deduction that was
included in the shareholder’s aggregate
amount of disallowed losses or
deductions under section 1366(d)(1) is
treated as reduced under section 108(b)
before any section 1231 loss that was
included in the shareholder’s aggregate
amount of disallowed losses or
deductions under section 1366(d)(1),
and any section 1231 loss is treated as
reduced under section 108(b) before any
capital loss that was included in the
shareholder’s aggregate amount of
disallowed losses or deductions under
section 1366(d)(1).

(4) Information requirements. If an S
corporation excludes COD income from
gross income under section 108(a) for a
taxable year, each shareholder of the S
corporation during the taxable year of
the discharge must provide to the S
corporation the amount of the
shareholder’s losses and deductions that
are disallowed for the taxable year of the
discharge under section 1366(d)(1). The
S corporation must provide to each
shareholder the amount of any of the S
corporation’s excess deemed NOL that
is allocated to that shareholder under
paragraph (d)(2) of this section, even if
that amount is zero.

(e) * % %

Example 5. (i) Facts. During the entire
calendar year 2008, A, B, and C each own
equal shares of stock in X, a calendar year S
corporation. As of December 31, 2008, A, B,
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and C each have a zero stock basis and X
does not have any indebtedness to A, B, or

C. For the 2008 taxable year, X excludes from
gross income $30,000 of COD income under
section 108(a)(1)(A). The COD income (had it
not been excluded) would have been
allocated $10,000 to A, $10,000 to B, and
$10,000 to C under section 1366(a). For the
2008 taxable year, X has $30,000 of losses
and deductions that X passes through pro-
rata to A, B, and C in the amount of $10,000
each. The losses and deductions that pass
through to A, B, and C are disallowed under
section 1366(d)(1). In addition, B has $10,000
of section 1366(d) losses from prior years and
C has $20,000 from prior years. A’s ($10,000),
B’s ($20,000) and C’s ($30,000) combined
$60,000 of disallowed losses and deductions
for the taxable year of the discharge are
treated as a current year net operating loss
tax attribute for X under section 108(d)(7)(B)
(deemed NOL) for purposes of the section
108(b) reduction of tax attributes.

(ii) Allocation. Under section 108(b)(2)(A),
X’s $30,000 of excluded COD income reduces
this $60,000 deemed NOL to $30,000.
Therefore, X has a $30,000 excess net
operating loss (excess deemed NOL) to
allocate to the shareholders. Under paragraph
(d)(2)(ii)(C) of this section, none of the
$30,000 excess deemed NOL is allocated to
A because A’s section 1366(d) losses and
deductions immediately prior to the section
108(b)(2)(A) reduction ($10,000) do not
exceed A’s share of the excluded COD
income for 2008 ($10,000). Thus, A has no
shareholder’s excess amount. Each of B’s and
C’s respective section 1366(d) losses and
deductions immediately prior to the section
108(b)(2)(A) reduction exceed each of B’s and
C’s respective shares of the excluded COD
income for 2008. B’s excess amount is
$10,000 ($20,000 — $10,000) and C’s excess
amount is $20,000 ($30,000 — $10,000).
Therefore, the total of all shareholders’
excess amounts is $30,000. Under paragraph
(d)(2) of this section, X will allocate $10,000
of the $30,000 excess deemed NOL to B
($30,000 x $10,000/$30,000) and $20,000 of
the $30,000 excess deemed NOL to C
($30,000 x $20,000/$30,000). These amounts
are treated as losses and deductions
disallowed under section 1366(d)(1) for the
taxable year of the discharge. Accordingly, at
the beginning of 2009, A has no section
1366(d)(2) carryovers, B has $10,000 of
carryovers, and C has $20,000 of carryovers.

(iii) Character. Immediately prior to the
section 108(b)(2)(A) reduction, B’s $20,000 of
section 1366(d) losses and deductions
consisted of $8,000 of long-term capital
losses, $7,000 of section 1231 losses, and
$5,000 of ordinary losses. After the section
108(b)(2)(A) tax attribute reduction, X will
allocate $10,000 of the excess deemed NOL
to B. Under paragraph (d)(3) of this section,
the $5,000 of ordinary losses are treated as
reduced first, followed by $5,000 of section
1231 losses. Accordingly, the $10,000 of
losses allocated to B consist of the remaining
$2,000 of section 1231 losses and $8,000 of
long-term capital losses. As a result, at the
beginning of 2009, B’s $10,000 of section
1366(d)(2) carryovers include $2,000 of
section 1231 losses and $8,000 of long-term
capital losses.

Example 6. (i) A and B each own 50
percent of the shares of stock in X, a calendar
year S corporation. On June 30, 2008, A sells
all of her shares of stock in X to Cin a
transfer not described in section 1041(a). For
the 2008 taxable year, X excludes from gross
income $12,000 of COD income under
section 108(a)(1)(A). The COD income (had it
not been excluded) would have been
allocated $3,000 to A, $6,000 to B, and
$3,000 to C under section 1366(a). Prior to
the section 108(b)(2)(A) reduction, for the
taxable year of the discharge the shareholders
have disallowed losses and deductions under
section 1366(d) (including disallowed losses
carried over to the current year under section
1366(d)(2)) in the following amounts: A—
$9,000, B—$9,000, and C—$2,000. These
combined $20,000 of disallowed losses and
deductions for the taxable year of the
discharge are treated as a current year net
operating loss tax attribute for X under
section 108(d)(7)(B) (deemed NOL).

(ii) Under section 108(b)(2)(A), X’s $12,000
of excluded COD income reduces the $20,000
deemed NOL to $8,000. Therefore, X has an
$8,000 excess net operating loss (excess
deemed NOL) to allocate to the shareholders.
Under paragraph (d)(2)(ii)(C) of this section,
none of the $8,000 excess deemed NOL is
allocated to C because C’s section 1366(d)
losses and deductions immediately prior to
the section 108(b)(2)(A) reduction ($2,000) do
not exceed C’s share of the excluded COD
income for 2008 ($3,000). However, each of
A’s and B’s respective section 1366(d) losses
and deductions immediately prior to the
section 108(b)(2)(A) reduction exceed each of
A’s and B’s respective shares of the excluded
COD income for 2008. A’s excess amount is
$6,000 ($9,000 — $3,000) and B’s excess
amount is $3,000 ($9,000 — $6,000).
Therefore, the total of all shareholders’
excess amounts is $9,000. Under paragraph
(d)(2) of this section, X will allocate $5,333
of the $8,000 excess deemed NOL to A
($8,000 x $6,000/$9,000) and $2,667 of the
$8,000 excess deemed NOL to B ($8,000 x
$3,000/$9,000). However, because A
transferred all of her shares of stock in X in
a transaction not described in section
1041(a), A’s $5,333 of section 1366(d) losses
and deductions are permanently disallowed
under paragraph (d)(2)(iii) of this section.
Accordingly, at the beginning of 2009, B has
$2,667 of section 1366(d)(2) carryovers and C
has no section 1366(d)(2) carryovers.

(f) Effective/applicability date—(1)
Paragraphs (a), (b), (c), and Examples 1,
2, 3, and 4 of paragraph (e) of this
section apply to discharges of
indebtedness occurring on or after May
10, 2004.

(2) Paragraph (d) and Examples 5 and
6 of paragraph (e) of this section apply
to discharges of indebtedness occurring
on or after the date that these
regulations are published as final
regulations in the Federal Register.

Linda E. Stiff,

Deputy Commissioner for Services and
Enforcement.

[FR Doc. E8—-17952 Filed 8-5-08; 8:45 am]
BILLING CODE 4830-01-P

FEDERAL MEDIATION AND
CONCILIATION SERVICE

29 CFR Part 1404
RIN 3076—-AA12

Arbitration Services

AGENCY: Federal Mediation and
Conciliation Service.

ACTION: Notice of proposed rulemaking.

SUMMARY: The Federal Mediation and
Conciliation Service (FMCS) proposes to
amend its rules relating to arbitrators’
inactive status, removal, appointment,
referral and obligation to provide FMCS
with information. The proposed rules
also address the appointment of
arbitrators where a party has failed to
pay fees in previous cases. In addition,
the proposed rules raise the annual
listing fee for arbitrators on the FMCS
Roster. The changes will promote more
efficient and effective procedures
involving arbitrator retention and
arbitration services. The increased cost
of listing arbitrator biographical data
more accurately reflects FMCS’ costs of
maintaining and administering this
information.

DATES: Comments must be submitted to
the office listed in the address section
below on or before October 6, 2008.
ADDRESSES: Submit written comments,
identified by RIN number, by mail to
Vella M. Traynham, Director, Office of
Arbitration Services, FMCS, 2100 K
Street, NW., Washington, DC 20427.
Comments may be submitted by fax to
(202) 606—3749. Comments may also be
submitted electronically to
vtraynham@fmcs.gov. All comments
will be available for inspection in Room
704 at the Washington, DC address
above from 8:30 a.m. to 4:30 p.m.
Monday through Friday, excluding legal
holidays.

FOR FURTHER INFORMATION CONTACT:
Vella M. Traynham, Director, Office of
Arbitration Services, FMCS, 2100 K
Street, NW., Washington, DC 20427.
Telephone: (202) 606—-5111.
SUPPLEMENTARY INFORMATION: Pursuant
to 29 U.S.C. 171(b) and 29 CFR Part
1404, FMCS maintains a Roster of
qualified labor arbitrators to hear
disputes arising from collective
bargaining agreements and to provide
fact finding and interest arbitration.
FMCS proposes to amend its rules
pertaining to arbitration services by
revising: the arbitrator complaint
process; circumstances applicable to
inactive arbitrator status; procedures for
the request of arbitration panels; the
obligation of arbitrators to provide
FMCS with designated information; and
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methods for selecting an arbitrator
panel. These changes are intended to
make FMCS arbitration procedures more
efficient and effective.

FMCS also proposes in the Appendix
to Part 1404 to increase the listing fee
for an arbitrator’s first business address
from $100 to $150. Increasingly, parties
are requesting more individualized
panels based on their requirements and
arbitrator experience. The increased
listing fee reflects the additional FMCS
staff time and effort necessary to be
responsive to these requests as well as
that associated with updating arbitrator
biographies.

This rule is not a significant
regulatory action for the purposes of
Executive Order 12866 and has not been
reviewed by the Office of Management
and Budget. As required by the
Regulatory Flexibility Act, I certify that
this rule will not have a significant
impact on a substantial number of small
entities. This regulation does not have
any federalism or tribal implications.

List of Subjects in 29 CFR Part 1404

Administrative practice and
procedure, Labor management relations.

For the reasons stated in the
preamble, FMCS proposes to amend 29
CFR part 1404 as follows:

PART 1404—ARBITRATION SERVICES

1. The authority citation for part 1404
continues to read as follows:

Authority: 29 U.S.C. 172 and 29 U.S.C. 173
et seq.

2.In §1404.5, revise paragraph (d) to
read as follows:

§1404.5 Listing on the roster; criteria for
listing and retention.
* * * * *

(d) Listing on roster, removal. Listing
on the Roster shall be by decision of the
Director of FMCS based upon the
recommendations of the Board or upon
the Director’s own initiative. The Board
may recommend for removal, and the
Director may remove, any person listed
on the Roster for violation of this Part
or of the Code of Professional
Responsibility. FMCS will provide to
the affected arbitrator written notice of
removal from the Roster. Complaints
about arbitrators should be in writing
and sent to the Director of OAS. The
complaint should cite the specific
section of the Code or the FMCS rule the
arbitrator has allegedly violated. The
following criteria shall be a basis for the
Board to recommend and/or the Director
to initiate a member’s removal from the
Roster:

* * * * *

3. Revise § 1404.6 to read as follows:

§1404.6 Inactive status.

(a) A member of the Roster who
continues to meet the criteria for listing
on the Roster may request that he or she
be put in an inactive status on a
temporary basis because of ill health,
vacation, schedule or other reasons.

(b) Arbitrators whose schedules do
not permit cases to be heard within six
months of assignment are encouraged to
make themselves inactive temporarily
until their caseload permits the earlier
scheduling of cases.

(c) An arbitrator can remain on
inactive status without paying any
annual listing fee for a period of two (2)
years. If an arbitrator is on inactive
status for longer than two (2) years, the
arbitrator will be removed from the
Roster unless he or she pays the annual
listing fee.

4. Amend § 1404.9 by revising
paragraphs (b) and (d) to read as
follows:

§1404.9 Procedures for requesting
arbitration lists and panels.
* * * * *

(b) The OAS will refer a panel of
arbitrators to the parties upon request.
The parties are encouraged to make joint
requests. FMCS will abide by language
in the parties’ collective bargaining
agreement specifying the conditions
under which a panel of arbitrators will
be referred. If the parties’ collective
bargaining agreement requires that the
request for a panel of arbitrators be
jointly submitted, FMCS will not
proceed with an arbitrator selection if
one party communicates to FMCS that
it does not concur in the request. In the
event, however, that the request is made
by only one party without objection, the
OAS will submit a panel of arbitrators.
The issuance of a panel—pursuant to
either a joint or a unilateral request—is
nothing more than a response to a
request. It does not signify the adoption
of any position by the FMCS regarding
the arbitrability of any dispute or a
ruling that an agreement to arbitrate

exists.
* * * * *

(d) The OAS reserves the right to
decline to submit a panel or to make an
appointment of an arbitrator if the
request submitted is overly burdensome
or otherwise impracticable. The OAS, in
such circumstances, may refer the
parties to an FMCS mediator to help in
the design of an alternative solution.
The OAS may also decline to service
any request from a party based on the
party’s non-payment of arbitrator fees or
other behavior that constrains the spirit
or operation of the arbitration process.

* * * * *

5. Revise §1404.12 to read as follows:

§1404.12 Selection by parties and
appointment of arbitrators.

(a) After receiving a panel of names,
the parties must notify the OAS of their
selection of an arbitrator or of the
decision not to proceed with arbitration.
Upon notification of the selection of an
arbitrator, the OAS will make a formal
appointment of the arbitrator. The
arbitrator, upon notification of
appointment, shall communicate with
the parties within 14 days to arrange for
preliminary matters, such as the date
and place of hearing. Should an
arbitrator be notified directly by the
parties that he or she has been selected,
the arbitrator must promptly notify the
OAS of the selection and of his or her
willingness to serve. The arbitrator must
provide the OAS with the FMCS case
number and other pertinent information
for the OAS to make an appointment. A
pattern of failure by an arbitrator to
notify FMCS of a selection in an FMCS
case may result in suspension or
removal from the Roster. If the parties
settle a case prior to the hearing, the
parties must inform the arbitrator as
well as the OAS. Consistent failure to
follow these procedures may lead to a
denial of future OAS services.

(b) If the parties request a list of
names and biographical sketches rather
than a panel, the parties may choose to
contact and select an arbitrator directly
from that list. In this situation, neither
the parties nor the arbitrator is required
to furnish any additional information to
FMCS and no case number will be
assigned.

(c) Where the parties’ collective
bargaining agreement is silent on the
manner of selecting arbitrators, FMCS
will accept one of the following
methods for selection from a panel:

(1) A selection by mutual agreement;

(2) A selection in which each party
alternately strikes a name from the
submitted panel until one remains;

(3) A selection in which each party
advises OAS of its order of preference
by numbering each name on the panel
and submitting the numbered list in
writing to OAS. If the parties separately
notify OAS of their preferred selections,
OAS, upon receiving the preferred
selection of the first party, will notify
the other party that it has fourteen (14)
days in which to submit its selections.
Where both parties respond, the name
that has the lowest combined number
will be appointed. If the other party fails
to respond, the first party’s choice will
be honored.

(d) Where the parties’ collective
bargaining agreement permits each party
to separately notify OAS of its preferred
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selection, OAS will proceed with the
selection process as follows. When the
OAS receives the preferred selection
from one party, it will notify the other
party that it has fourteen (14) days in
which to submit its selections. If that
party fails to respond within the
deadline, the first party’s choice will be
honored unless prohibited by the
collective bargaining agreement. Where
both parties respond, the name that has
the lowest combined number will be
appointed. If, within fourteen (14) days,
a second panel is requested, and is
permitted by the collective bargaining
agreement, the requesting party must
pay a fee for the second panel.

(e) The OAS will make a direct
appointment of an arbitrator only upon
joint request or as provided by
paragraphs (c)(3) or (d) of this section.

(f) A direct appointment in no way
signifies a determination of arbitrability
or a ruling that an agreement to arbitrate
exists. The resolution of disputes over
these issues rests solely with the parties.

6. Amend the Appendix to 29 CFR
Part 1404 by removing “$100” and
adding “$150” in its place.

Michael J. Bartlett,
Deputy General Counsel.

[FR Doc. E8-17674 Filed 8-5-08; 8:45 am]|
BILLING CODE 6732-01-P

DEPARTMENT OF COMMERCE

Patent and Trademark Office

37 CFR Parts 1,2, and 3

[Docket No. PTO-P-2008-0022]

RIN 0651-AC27

Changes to Practice for Documents

Submitted to the United States Patent
and Trademark Office

AGENCY: United States Patent and
Trademark Office, Commerce.
ACTION: Notice of proposed rulemaking.

SUMMARY: The United States Patent and
Trademark Office (Office) is proposing
to revise the rules of practice to limit the
types of correspondence that may be
submitted to the Office by facsimile.
The Office is also proposing an
increased minimum font size for use on
papers submitted to the Office for a
patent application, patent or
reexamination proceeding. The
proposed changes will improve the
legibility of documents in the Office’s
files of patent applications and
reexamination proceedings.

DATES: Written comments must be
received on or before October 6, 2008.
No public hearing will be held.

ADDRESSES: Comments should be sent
by electronic mail over the Internet
addressed to
AC27.comments@uspto.gov. Comments
may also be submitted by mail
addressed to: Mail Stop Comments-
Patents, Commissioner for Patents, P.O.
Box 1450, Alexandria, VA 22313-1450,
marked to the attention of Raul Tamayo,
Legal Advisor, Office of Patent Legal
Administration (OPLA). Although
comments may be submitted by mail,
the Office prefers to receive comments
via the Internet.

Comments may also be sent by
electronic mail message over the
Internet via the Federal eRulemaking
Portal. See the Federal eRulemaking
Portal Web site (http://
www.regulations.gov) for additional
instructions on providing comments via
the Federal eRulemaking Portal.

The comments will be available for
public inspection at the Office of Patent
Legal Administration, Office of the
Deputy Commissioner for Patent
Examination Policy, currently located at
Room 7D74 of Madison West, 600
Dulany Street, Alexandria, Virginia and
will also be available through
anonymous file transfer protocol (ftp)
via the Internet (address: http://
www.uspto.gov). Because comments will
be made available for public inspection,
information that is not desired to be
made public, such as an address or a
telephone number, should not be
included in the comments.

FOR FURTHER INFORMATION CONTACT:
Hiram H. Bernstein ((571) 272-7707),
Senior Legal Advisor, or Raul Tamayo,
Legal Advisor, ((571) 272-7728), Office
of Patent Legal Administration, Office of
Deputy Commissioner for Patent
Examination Policy, directly by
telephone, or by mail addressed to: Mail
Stop Comments-Patents, Commaissioner
for Patents, P.O. Box 1450, Alexandria,
VA 22313-1450, marked to the attention
of the Office of Patent Legal
Administration.

For information regarding
reexamination issues, contact Stephen
Marcus ((571) 272—7743) or Kenneth
Schor ((571) 272—7710), Senior Legal
Advisors, Office of Patent Legal
Administration, Office of Deputy
Commissioner for Patent Examination
Policy.

SUPPLEMENTARY INFORMATION: The Office
is proposing to revise the rules of
practice in title 37 of the Code of
Federal Regulations (CFR) for facsimile
transmissions of correspondence, and
the minimum font size required to be
used. The Office is specifically
proposing revising §§1.6, 1.52, 1.366,
2.195, 3.24, and 3.25.

I. Background

The number of patent applications
and patent-related correspondence
received by the Office has increased
substantially over the last few years, and
submissions are expected to continue to
increase in the next few years.
Processing paper is extremely labor-
intensive and subject to error and
misfiling, particularly as the Office must
sort through several thousand pieces of
patent correspondence that are received
on a daily basis. Although the Office has
made substantial changes in an attempt
to accurately and efficiently process the
increased number of correspondence
received, the Office believes that it
should make further changes in its
business practices to improve its
handling of patent correspondence.

II. Facsimile Transmission

In 1988, the Office, due to widespread
use of facsimile transmission and the
resulting time saved in correspondence
between applicants and the Office,
established a trial program to accept
facsimile transmission of certain
correspondence. In light of the success
of the trial program, a policy on
acceptance of facsimile transmissions
was incorporated into the rules of
practice. See Changes in Signature and
Filing Requirements for Correspondence
Files in the Patent and Trademark
Office, 58 FR 54494 (October 22, 1993).
Facsimile transmission of
correspondence has grown to over
240,000 pieces of patent correspondence
per year sent to the Office’s central
facsimile number. While the number of
facsimile transmissions in any one
application may be small, the overall
number of facsimile transmissions
represents a significant processing
burden on the Office.

The advantage of facsimile
transmitting patent and assignment
correspondence has been the quick
submission of such correspondence to
the particular area of the Office
concerned with promptly acting on
them. The advantage, however, is not
exclusive to facsimile transmissions.
EFS—-Web offers this advantage as well
as others not available with facsimile
transmission. For example, EFS—Web
submissions are ‘‘soft scanned” (i.e.,
electronically uploaded) directly into
the official application file, so multiple
Office employees can simultaneously
view the document(s). Furthermore,
when documents are submitted via
EFS—-Web, the Office’s electronic system
sends an auto-generated message
notifying the appropriate area which
treats the type of documents submitted.
Additionally, EFS-Web offers
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applicants the opportunity to review the
content of their submissions after the
“soft scanning” process is complete.

It should be recognized that
correspondence received by the Office
via facsimile are often of low image
quality when printed and viewed. The
low image quality is not so much
dependent upon the type of printer used
by the Office when receiving and
printing the transmitted
correspondence, but rather is dependent
upon the quality of the machine used by
an applicant in generating the facsimile
transmission. When the Office scans
these low image quality correspondence
into the Office’s official application file
called the Image File Wrapper (IFW),
the image quality can be further
compromised.

In addition to low image quality, a
number of other adverse consequences,
from the Office’s perspective, exist
when applicant submits patent and
assignment documents via facsimile.
For example, a number of applicants are
not meticulous in determining the
specific facsimile transmission number
to which a correspondence should be
sent. Under the current rules, receipt by
the Office via any facsimile
transmission number may suffice to
represent a completed, effective
transmission. However, the area of the
Office needing to act on the errant
transmission would not be aware of its
receipt, and the area receiving it may
not immediately recognize what type of
correspondence has been received, or
where the correspondence should be
forwarded for prompt action. Such
circumstances cause unnecessary delays
and add unnecessary costs to the
processing of errant correspondence. In
some instances, routing errant
correspondence to the correct area of the
Office is not possible or is not done in
a timely manner (e.g., the paper copy
becomes misplaced before the proper
forwarding area can be determined, or
the proper forwarding area is not readily
identifiable by the receiving area),
thereby forcing the applicant to rely on
a transmission receipt via a petition
alleging that the correspondence was
timely submitted. Additionally, even
where the facsimile transmission is sent
to the designated transmission number,
the Office must print the transmitted
correspondence, process the paper, scan
the possibly low-quality image, and
update the IFW. All of these steps are
additionally time-consuming and costly.

Accordingly, the Office believes that
given: (1) The costs and quality
concerns regarding facsimile
transmitted correspondence; and (2) the
newly upgraded EFS—Web electronic
filing system, which offers the same

benefit of quick submission to the
particular area of the Office that needs
to act on the correspondence, it is now
appropriate to terminate the use of
facsimile transmissions as a method for
filing most correspondence intended to
become part of the file record of a patent
application, patent or reexamination
proceeding. Specifically,
correspondence that can be submitted
via EFS—Web would no longer be
accepted via facsimile transmission. For
example, a petition to withdraw a patent
application from issue per 37 CFR 1.313
would no longer be accepted via
facsimile transmission and would need
to be submitted via EFS—Web.

Similarly, it is also appropriate to
eliminate facsimile transmission of
other types of correspondence that can
be submitted via certain other electronic
systems of the Office. Specifically, any
type of patent or trademark
correspondence that can be submitted
via the Office’s Electronic Patent
Assignment System (EPAS) (discussed
in Manual of Patent Examining
Procedure (MPEP) § 302.10), and
Electronic Trademark Assignment
System (ETAS) (discussed in Trademark
Manual of Examination Procedure
(TMEP) § 503.03(a)), such as assignment
documents submitted for recording in
Assignment Services Division, would no
longer be permitted to be submitted via
facsimile transmission. While such
documents are intended to become part
of the official assignment records, they
are not intended to become part of the
official patent or trademark file to which
they relate.

Additional aspects of the proposed
rule making would require applicants,
third party requesters, and patent
owners: (1) To utilize a facsimile
transmission number identified by the
Office for a particular type of
correspondence, i.e., the submission
must be transmitted directly to the area
of the Office appropriate to receive the
transmission at its identified
transmission number (as opposed to
transmission to any other facsimile
transmission number, such as a
facsimile transmission number
identified for a different type of
correspondence), or otherwise the
transmission would not be effective (see
§1.6(d)(3)); and (2) to limit each
submission made via facsimile
transmission to one application or other
matter before the Office, except for a
single submission of multiple patent
maintenance fee payments or requests
for refunds thereof. The submission for
a single application or other matter may
address more than one issue with more
than one piece or type of
correspondence in regard to the single

application or matter if each
correspondence can be properly
submitted via facsimile.

While this Notice proposes to restrict
facsimile transmissions of
correspondence directed to the Office,
nothing in the proposed rule making is
intended to curtail the ability of the
Office to utilize facsimile transmissions
for its outgoing correspondence as it
deems appropriate, such as replies to
certain inquiries from applicants.

III. EFS-Web

The Office’s Web-based electronic
filing system (EFS—Web) went into full
operation on March 17, 2006, and is
supported by the LEGAL FRAMEWORK
FOR EFS-WEB (http://www.uspto.gov/
ebc/portal/efs/legal.htm), which
identifies what documents may be
submitted via EFS—Web. The rules of
practice were amended so that EFS—
Web submissions would be treated
analogously to submissions filed via
First-Class Mail or facsimile
transmissions with a certificate of
mailing or transmission. See Changes to
Facilitate Electronic Filing of Patent
Correspondence, 72 FR 2770 (January
23, 2007); 1315 Off. Gaz. Pat. Office 57
(February 13, 2007) (final rule). EFS—
Web is easy to use as correspondence
can be submitted to the Office at the
click of a button, and EFS-Web is
available twenty-four hours a day, seven
days a week. An increasing amount of
patent-related correspondence has been
filed via EFS—Web. In particular, the
percentage of utility, plant, reissue,
national stage applications, and requests
for continued examination (RCE) filed
via EFS-Web has dramatically increased
from approximately 28% in the first
week in October 2006 to approximately
70% in the second week in January
2008.

As discussed above in item II,
“Facsimile transmission,” increased use
of EFS—Web would increase efficiency
and improve the quality of the images
in the IFW used for prosecution and
publication purposes. Additionally,
system delays caused by paper
processing and scanning would be
much reduced.

With EFS—-Web being available for the
submission of patent correspondence
twenty-four hours a day, seven days a
week, patent applicants, owners, and
third party requesters in reexamination
proceedings (both ex parte and inter
partes) are provided easy and
convenient access to a system for
submitting their patent correspondence.
Shortly after patent correspondence is
officially submitted to the Office via
EFS—Web, the Office receives the
correspondence and issues an
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acknowledgment receipt. The
acknowledgment receipt contains the
“receipt date,” the time the
correspondence was received at the
Office (not the local time at the
submitter’s location), and a full listing
of the correspondence received.
Accordingly, an acknowledgment
receipt is the legal equivalent of a post
card receipt described in MPEP § 503,
with the added convenience of being
automatically generated. In contrast, a
return receipt for correspondence
transmitted to the Office’s central
facsimile number is only automatically
generated when (1) the sender’s
facsimile number is properly
programmed in the sending facsimile
machine and (2) the sender’s facsimile
machine is capable of receiving a return
facsimile transmission immediately
following receipt of the original
transmission.

For the filing of patent applications,
the official filing date will continue to
be stated on the filing receipt under
§ 1.54(b), which is sent to applicants
after the submitted application parts are
reviewed for compliance with the filing
date requirements. Under § 1.6(a)(4),
patent correspondence filed via EFS—
Web is considered to have been filed on
the date the Office receives the
submission (regardless of whether that
date is a Saturday, Sunday, or Federal
holiday within the District of
Columbia). Thus, by using EFS—Web,
applicants and other EFS—Web users
(e.g., practitioners) can, in a short period
of time, ensure that they have received
a “‘date certain” for any submission
made via EFS-Web.

Correspondence submitted by
facsimile transmission is received in
paper form and is considered paper
correspondence (although it has an
electronic transmission component),
while EFS—Web transmissions are
electronic transmissions that remain in
electronic form after receipt. Critical
data concerning patent correspondence
submitted via EFS—Web is entered into
the automated systems much sooner
than if the correspondence was received
in paper in that the electronic document
of an EFS—Web submission is directly
available in the IFW system (by “soft
scanning”), while the printed paper for
a facsimile submission requires manual
handling and scanning of the paper in
order to make such documents available
in the IFW system.

Continued increases in the amount of
patent correspondence encourage the
Office to change its business approach
for serving its users. With EFS—Web,
users are provided with better quality,
as well as improved accuracy of the
information submitted to and processed

by the Office, while using fewer
resources, thus reducing the time
required for processing and handling.
Users have greater assurance that the
content of the IFW is accurate.
Submitting correspondence via EFS—
Web provides a level of consistency,
accuracy, quality and predictability that
a paper-based facsimile transmission
cannot provide. EFS—Web users have
repeatedly stated that they are satisfied
with the ease of access and use of EFS—
Web, and appreciate the automatic
generation of the acknowledgment
receipt after they officially submit their
correspondence to the Office.
Accordingly, the need for the
submission of patent correspondence to
a central facsimile number or a facsimile
number for a particular type of
correspondence is greatly reduced.

The Legal Framework for EFS—-WEB
permits submission of all types of
correspondence that are not specifically
excepted. See Item XXXIII. Documents
Policy, in the legal framework document
at http://www.uspto.gov/ebc/portal/efs/
legal.htm. The following is a non-
exclusive list of correspondence types
that are identified in the legal
framework document as currently not
permitted:

1. Correspondence concerning
Registration to Practice submitted under
§1.4(e).

2. Certified copies submitted under
§1.4(6).

3. Correspondence to be filed in a
patent application subject to a secrecy
order under §§ 5.1 through 5.5 of this
chapter.

4. Submissions in contested cases
before the Board of Patent Appeals and
Interferences, except as the Board may
expressly authorize.

5. Papers filed in contested cases
before the Board of Patent Appeals and
Interferences, which are governed by
§41.106(f).

6. Correspondence filed in connection
with a disciplinary proceeding pursuant
to 37 CFR part 10.

7. Submissions that are not associated
with an application or a reexamination
proceeding.

8. Third party papers under § 1.99.

9. Protests under § 1.291.

10. Public use hearing papers under
§1.292.

11. Maintenance fees submitted under
§1.366.

Although a main purpose of the
proposed changes to the facsimile
transmission rules is to prohibit
submission by facsimile transmission of
those types of correspondence that can
be submitted via EFS—Web, the Office is
proposing to also terminate the ability of
third parties to submit correspondence

via facsimile transmission that cannot
be submitted via EFS—Web, as third
party submissions under § 1.99, protests
under § 1.291, and public use hearing
papers under § 1.292 are all ill-suited for
facsimile transmission.

Assignment documents submitted for
recording under 35 U.S.C. 261 are also
barred from submission via EFS—Web by
item 7 (even though related to an
application or a patent), but they may be
electronically filed using the Electronic
Patent Assignment System (EPAS) or
the Electronic Trademark Assignment
System (ETAS). Hence, there is no
continued need to submit assignments
for recording via facsimile transmission.
Information regarding EPAS is available
by sending an e-mail to epas@uspto.gov.
Information regarding ETAS is available
by sending an e-mail to etas@uspto.gov.

EFS—Web permits registered users to
file both new submissions and follow-
on documents. Some examples of
papers that may be submitted via EFS—
Web and therefore would no longer be
able to be submitted by facsimile
transmission are: (1) Amendments; (2)
information disclosure statements; (3)
petitions, including petitions to
withdraw an application from issue,
petitions for express abandonment to
avoid publication, and maintenance fee
related petitions; (4) requests for
continued examination; (5) papers in ex
parte or inter partes reexamination
proceedings; (6) Design continued
prosecution application (CPA) filings;
(7) refund requests related to an
application or a reexamination
proceeding; (8) papers submitted to the
U.S. Receiving Office; (9) papers
submitted in regard to a pre-appeal or
an appeal conference or an appeal to the
Board of Patent Appeals and
Interferences; and (10) status inquiries
related to the issuance of the next Office
action on the merits or the issuance of
a decision on petition.

Correspondence submitted via EFS—
Web should be intended to become part
of the official file record. Generally,
EFS—Web submissions are automatically
made part of the official file record,
except for pre-grant publication
submissions (i.e., amended
republications, amended first
publications, voluntary publications),
which must be submitted via EFS—-Web
but are not made part of the official file
record if submitted properly.
Maintenance fee payments, refunds of
such payments, and related papers
would continue to be able to be
submitted via facsimile transmission.
See the preamble discussion in regard to
§1.6(d)(2)(i). Related papers would
include a petition to transfer a
maintenance fee payment from the
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“wrong” patent where the fee had not
previously been paid (and therefore
payment could be applied thereto) to
the right patent (where the maintenance
fee had not already been paid). Where
a maintenance fee has already been
paid, payment of an additional
maintenance fee will result in an
automatic refund. Maintenance fee
payers should consult https://
ramps.uspto.gov/eram/
patentMaintFees.do.

Types of reexamination proceeding
correspondence that may be submitted
via EFS—-Web when the correspondence
is intended to become part of the official
file in a reexamination proceeding are:
(1) An original request for ex parte or
inter partes reexamination; (2) any
corrected request for ex parte or inter
partes reexamination submitted in
response to either a Notice of Failure to
Comply with Reexamination Request
Filing Requirements or a Decision
vacating the filing date that was
accorded to a previously-submitted
request for reexamination; (3) all follow-
on prosecution papers (including appeal
papers) filed by either the patent owner
or a third party requester in any
reexamination proceeding (including
papers that are submitted together with
a petition to expunge the papers from
the record); (4) notices of prior or
concurrent proceedings and decisions
pursuant to MPEP sections 2282 and
2686; and (5) petition papers filed by
the patent owner or third party
requester that are directed to any
reexamination proceeding.

Types of application correspondence
not intended to become part of the
official file record and currently not
permitted to be submitted via EFS—Web
would be able to continue to be
submitted via facsimile transmission,
unless specifically excepted, until such
time that the Legal Framework for EFS—
WEB is amended to permit such type of
correspondence to be submitted via
EFS—Web. Some examples of
correspondence that are not intended to
be part of the official application or
patent file record and therefore are not
permitted to be submitted via EFS—Web
and would be able to continue to be
submitted via facsimile transmission
are:

(1) Proposed amendments for
examiner review, such as in regard to an
upcoming interview;

(2) an inquiry as to whether a 35
U.S.C. 371 national stage application, or
a 35 U.S.C. 111(a) continuing
application of a PCT application has
been filed for a particular PCT
application (which inquiry is obviously
not intended to become part of an
application file but only seeks to

ascertain whether an application has
been filed); and

(3) orders for copies of application,
patent, and reexamination files.

Any proposed amendment submitted
by facsimile transmission would not be
part of the official file record, but must
be made part of the official file record,
when such amendment is referred to in
another correspondence (e.g., interview
summary) that is part of the official file
record (whether referred to by applicant
or the examiner).

Correspondence directed to a
reexamination proceeding that is not
intended for entry into the record of the
reexamination proceeding is considered
to be an “unofficial paper,” and must
not be submitted via EFS—Web. A patent
owner or third party requester who
desires to submit correspondence to be
treated as an “unofficial paper” in an ex
parte reexamination proceeding may
expedite consideration of the
correspondence by contacting the
Central Reexamination Unit (CRU)
((571) 272-7705) for instructions on
how to submit the “unofficial paper”
via transmission to a facsimile machine
designated for such purpose in the CRU.

Examples of an “unofficial paper”
that a party to an ex parte reexamination
proceeding may submit via facsimile
transmission are: (1) A courtesy paper
identifying issues to be discussed that is
submitted prior to a permitted interview
with the examiner; (2) a paper
submitted for review by Office
personnel (in rare instances where such
is permitted, and the Office has been
contacted for permission to submit the
paper for review) to determine the
formal sufficiency of the paper; and (3)
a paper submitted to obtain examiner
review of a proposed amendment
intended to overcome an examiner
rejection. Any such proposed
amendment that is submitted
unofficially, and as such is not part of
the official file record, must be made
part of the official file record, when
such proposed amendment is referred to
in a paper that is part of the official file
record (whether referred to by a party to
the reexamination proceeding or by the
examiner or other Office official). Where
there are two parties to the ex parte
reexamination proceeding, an
“unofficial paper” submitted to the
Office by one party need not be served
on the other party to the reexamination
proceeding, since such a paper is not
considered to have been “filed” in the
reexamination proceeding within the
meaning of the rules (e.g., §§ 1.510(a),
1.550(f), 1.903 or 1.913) because an
“unofficial paper” is a paper not
intended to become part of the official
record.

It is to be noted that an “unofficial
paper” (i.e., an ex parte communication)
directed to an inter partes
reexamination is strictly prohibited.
Interviews are not permitted in inter
partes reexamination, and the
submission of a proposed amendment
would constitute an impermissible
interview. It is also noted that no
correspondence is to be submitted
directly to any examiner in inter partes
reexamination irrespective of the
delivery method.

The Office will presume that
application correspondence submitted
via EFS—Web is intended to be an
“official paper” whereas
correspondence that could be submitted
via EFS—Web but is instead submitted
via facsimile transmission will be
presumed an “unofficial paper” (i.e., a
paper not to be made part of the official
file record). For example, an
amendment to the application proposed
by applicant and facsimile transmitted
to an examiner for discussion during a
scheduled interview would be
considered an ‘“‘unofficial paper.”
Conversely, for an amendment
submitted by EFS-Web, the Office will
presume that the amendment should be
part of the application file record, and
the amendment will automatically
become part of the application file
record.

A status inquiry regarding the
issuance of an Office action on the
merits, unlike an inquiry regarding the
presence of a PCT filing (above), will be
made part of the file record. See MPEP
§203.08. Accordingly, use of facsimile
transmission would not be permitted for
status inquiries regarding the issuance
of Office actions. Rather, a status
inquiry submitted via EFS—Web, which
is directed to the Technology Center
where the application is docketed and
not to the examiner, would be
appropriate.

In view of the linkage of what would
be permitted as a facsimile transmission
to what would not be permitted to be
submitted via EFS—Web, applicants and
other parties, prior to determining
whether to submit documents via
facsimile transmission, would need to
review the current version of the Legal
Framework for EFS-WEB, http://
www.uspto.gov/ebc/portal/efs/
legal.htm, to determine what is
permitted to be submitted via EFS—Web
or some other Office electronic system
and thus not permitted to be facsimile
transmitted.

As it is noted in the Legal Framework
for EFS-WEB, except for the initial
filing of an application, use of a public
key infrastructure (PKI) certificate for
follow-on submissions is required. See
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Item X of the legal framework. The
process for obtaining a PKI certificate
requires the completion of some
paperwork, though the Office believes
that the process is not unduly
burdensome. However, should an
applicant not wish to obtain a PKI
certificate, the types of correspondence
that would no longer be allowed to be
submitted to the Office by facsimile
transmission would still be able to be
submitted by hand-carry, U.S. Postal
Service first class mail using a § 1.8
certificate of mailing, or the U.S. Postal
Service “Express Mail Post Office to
Addressee” service as set forth in §1.10
along with the benefits and protections
currently contained therein.

The Legal Framework for EFS—WEB
does not permit a simple text file larger
than 25 megabytes. See Item XV of the
legal framework. However, a text file of
more than 25 megabytes may be broken
up into multiple text files that can be
submitted together. There is a limitation
of 60 files that can be submitted in one
submission. Where there are more than
60 files to be submitted, additional
submissions may be made on the same
day. See Item XVI of the legal
framework. These types of very large
submissions would probably not be
appropriate for a facsimile transmission
due to the quantity of sheets that must
be handled at both the transmitting and
receiving machines.

Similarly, where filing sequence
listings, tables related to sequence
listings, or both are submitted for
international applications in the U.S.
Receiving Office, the applicant may
partition an oversized file into multiple
files, each of which is smaller or equal
to 25 megabytes. See Item XIX. C. of the
legal framework.

Electronic forms of transmission, such
as EFS—Web, EPAS, ETAS, and
facsimile transmission have historically
been subject to disturbances in service
(““‘down time”’) from time to time.
However, providing notice as to down
time is far faster in the EFS—Web
environment than with an isolated and
infrequently attended facsimile
machine. The Office is continuing to
address the need for fast notification of
any disruption in the EFS-Web system.
(See Item XXVIIL. of the Legal
Framework for EFS-WEB.)

Applicants and other users are
reminded to always check the
availability of EFS-Web at the time a
transmission is to be attempted. If EFS—
Web is unavailable, recourse is to use
first class mail with a certificate of
mailing pursuant to § 1.8, or Express
Mail pursuant to § 1.10, depending on
the type of correspondence being
submitted and based on the actual

receipt date desired. The unavailability
of EFS-Web (e.g., due to an EFS—-Web
system failure, or an interruption in a
user’s internet service provider) will not
permit use of facsimile transmission
based on an argument that the
correspondence was not permitted to be
submitted via EFS—Web.

IV. Font Size

The Office needs to receive
application specifications and other
papers that are legible and can be easily
read by examiners and other Office
personnel. In addition, the public will
benefit when applications that have
been published or otherwise opened to
public inspection are legible. A key
attribute of legible text is an appropriate
font size of the text. Previously, the
Office was neither able to define the
preferred font size as the mandatory
minimum font size of text in view of
limitations imposed by Patent
Cooperation Treaty (PCT) obligations
and implementing regulations, nor had
the Office believed that mandatory rules
would be needed in order that all
correspondence received by the Office
be readily legible. Some practitioners
and applicants, however, have adopted
a continuing practice of submitting
documents that are not readily legible,
e.g., entire specifications with a font
size as small as 6 point.

Font size as small as 6 point does not
have sufficient clarity to permit
electronic capture by use of digital
imaging and optical character
recognition (OCR) in accordance with
§1.52(a)(1)(v). Accordingly, the results
of the Office’s electronic capture of the
unusually small font by OCR are often
unsatisfactory. The accuracy of OCR
conversion is inversely proportional to
the size of the text being electronically
captured and it has been found that
electronic capture by use of OCR of
applications with smaller font sizes
contain more errors, which must then be
corrected, thus wasting time and
resources on the part of both the Office
and the applicant. The Office
experiences significant difficulties when
trying to publish applications and
patents with specifications having
unusually small text. Some applications
are not even capable of being
electronically captured by OCR as the
text is too small. Errors in electronic
capture may not be caught immediately
and may delay issuance of a patent or,
if not identified by the Office, represent
problems with enforcement of any
patent that should issue.

The practice of using an unusually
small font size has expanded to other
papers, such as remarks, amendments,
and maintenance fee payments. When

requested to resubmit the paper with a
larger font, some strong resistance has
been encountered based on the lack of
a regulatory requirement defining the
minimum font needed by the Office to
process and read the paper. The Office
anticipates moving forward with a plan
to OCR all amendments and remarks
submitted by applicants. This plan
would be adversely impacted by the
continued submission of such papers
with unusually small font size.

Some practitioners argue that the
Office should be capable of adjusting
the font size to produce any text size
that it desires. The Office, however,
cannot automatically resize the
document. Attempts to change the
parameters of the document received
may introduce substantive errors in the
document, particularly where tables,
charts, formulas, and drawings are
concerned.

In view of the significant problems
facing the Office by applicants’ use of
unusually small font size, and the recent
amendment of PCT regulations
(effective April 1, 2007, PCT Rule
11.9(d) was revised from ‘all text matter
shall be in characters the capital letters
of which are not less than 0.21 cm high”
to ““all text matter shall be in characters
the capital letters of which are not less
than 0.28 cm high”), the Office needs to
and can now eliminate such practice.

Accordingly, it is proposed to: (1)
Increase the mandatory minimum font
size where the font must have capital
letters no smaller than 0.28 cm (0.11
inch) high (e.g., a font size of 12 point
in Times New Roman); (2) establish that
the newly proposed font size
requirement applies to prosecution
papers (specification, including the
claims and abstract, drawings, and oath
or declaration, reexamination request,
any amendments or correction(s)) and
any remarks, petitions, requests,
affidavits or other papers submitted
during prosecution of an application or
a reexamination proceeding; (3) clarify
that the proposed font size requirement
does not apply to pre-printed
information on paper forms provided by
the Office or the copy of the patent
submitted on paper in double column
format as the specification in a reissue
application or request for
reexamination; and (4) clarify that
papers submitted electronically that are
to become part of the patent application
or reexamination file must be readily
legible.

Discussion of Specific Rules

Title 37 of the Code of Federal
Regulations, Parts 1, 2, and 3, are
proposed to be amended as follows:
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Section 1.6(a)(1) is proposed to be
amended to add a descriptive title, and
to update the reference to facsimile
transmissions to paragraph (d)(1) of
§ 1.6 from the current reference to
§1.6(a)(3).

Section 1.6(a)(2) is proposed to be
amended to add a descriptive title.

Section 1.6(a)(3) is proposed to be
amended to add a descriptive title, and
to add a reference to paragraph (d)(1) of
§ 1.6 and the correspondence permitted
by that section to be submitted via
facsimile transmission.

Section 1.6(a)(4) is proposed to be
amended to add a descriptive title.

Section 1.6(a)(5) is proposed to be
newly added to set forth current
practice that non-facsimile electronic
transmission of patent-related
correspondence other than
correspondence filed via the Office’s
patent-related electronic systems (e.g.,
EFS—-Web, and EPAS) may not be used
for submission of correspondence to the
Office intended to become part of the
official file record (e.g., Image File
Wrapper) for an application, patent, or
reexamination proceeding, or other
matter before the Office, except as
expressly authorized by the Board of
Patent Appeals and Interferences (BPAI)
in cases before the BPAI, or applicant
when consistent with the Office’s
express policy on internet usage. See
Internet Usage Policy, 64 FR 33056
(June 21, 1999).

The prohibition includes e-mail, and
additional forms of Internet-based
transmission other than the Office
patent electronic systems, i.e., EFS—
Web, and EPAS. E-mail may continue to
be used for inquiries, such as questions
regarding patent practice and procedure
directed to PatentPractice@uspto.gov.
Communications by the Office via the
Internet are governed by the published
Internet Usage Policy. See MPEP
§502.03. As it is recognized that
Internet e-mail communications are not
secure, the Office will not respond via
Internet e-mail to any Internet
correspondence which contains
information subject to the
confidentiality requirement as set forth
in 35 U.S.C. 122 without a written
authorization by the applicant. Current
internet (e-mail) policy covers both
incoming correspondence to the Office
from applicant and outgoing
correspondence to applicant from the
Office. A copy of the e-mail
correspondence is required to be made
of record in the file, even though such
correspondence can only be directed
towards communications other than
those under 35 U.S.C. 132 or which
otherwise require a signature.

Section 1.6(d) is proposed to be
amended by deleting material
duplicative of material in current
§1.6(a)(3), relating to the receipt date
accorded facsimile transmissions.
Additional material present in § 1.6(d)
would be placed in amended paragraphs
(d)(1)—(3), leaving § 1.6(d) with only the
introductory title.

Additionally, § 1.6(d) and paragraphs
(d)(1)—(9) are proposed to be amended to
change facsimile transmission practice
from the existing practice that facsimile
transmission is generally accepted but
for some limited exceptions set forth in
current paragraphs (d)(1)—(9), to the
proposed practice that facsimile
transmission would generally not be
accepted for most types of
correspondence in view of the
availability of EFS—Web for submission
of most types of correspondence.
Accordingly, new paragraphs (d)(1)(i)—
(vi) would continue to prohibit the
specific types of correspondence that
are currently prohibited in current
paragraphs (d)(1)-(6) (paragraphs (d)(7)
and (8) are currently reserved and do
not recite prohibitions). The prohibition
set forth in proposed (d)(1)(iii) would
not contain the exception in current
§1.6(d)(3) and thus would result in the
prohibition of the facsimile
transmission of continued prosecution
applications. While the prohibition
proposed in (d)(1)(vi) only prohibits
facsimile transmissions of
correspondence in secrecy order
applications that are directly related to
the secrecy order, § 1.6(d)(viii) would
also prohibit facsimile transmission of
correspondence that is not directly
related to the secrecy order but can be
submitted pursuant to § 1.6(a)(4) (EFS—
Web).

Newly proposed § 1.6(d)(1)(vii) would
prohibit facsimile transmission of
correspondence for cases before the
Board of Patent Appeals and
Interferences (BPAI), except as the BPAI
may expressly authorize. This would
expand the current facsimile
transmission prohibition now limited to
contested cases before the BPAI of
current §1.6(d)(9).

Newly proposed § 1.6(d)(1)(viii)
would prohibit facsimile transmission
of the type of correspondence that could
be submitted via EFS—Web, as would be
set forth in the Legal Framework for
EFS-WEB. This would include most
types of patent correspondence for
applications (including reissue and
provisional applications), patents
(including Certificates of Correction
pursuant to §§1.322 and 1.323, and
inventorship correction pursuant to
§1.324), and reexamination proceedings
(both ex parte and inter partes).

Newly proposed paragraph (d)(1)(ix)
would prohibit facsimile transmission
of the type of correspondence permitted
to be submitted via the Office’s patent-
related electronic system for
assignments to be recorded, EPAS.

Newly proposed paragraphs (d)(1)(x)—
(xii) would prohibit the facsimile
transmission of third party papers under
§1.99, protests under § 1.291, and
public use hearing papers under § 1.292
even though such papers may not
currently be submitted via EPS—Web.
The exclusions of third party papers and
protests from EPS—Web submission,
even though these papers are intended
to become part of the Official file, was
based on the need to use a PKI
certificate for follow-on submissions,
which a third party filing a paper under
§§1.99 or 1.291 would not generally
either have access to or would be given
access to by the applicant. The Office is
committed to working on a solution that
would permit the filing of such papers
via EPS-Web. As such papers can be
massive or frequently have detailed
drawings, it would not be in the interest
of the parties submitting such papers to
continue to use facsimile transmission.

Section 1.6(d)(2) would be directed at
setting forth the requirements for
facsimile transmission for the types of
correspondence not prohibited in
§1.6(d)(1).

Section 1.6(d)(2)(i) would make
mandatory that a facsimile transmission
be limited to a single application or
other matters before the Office (e.g.,
patents and reexamination proceedings),
except for the payment of maintenance
fees pursuant to § 1.366 and requests for
refunds thereof. For example, while an
applicant may need to submit the same
type of document for more than one
application file, such as proposed
amendments to claims in related
applications that are to be discussed in
the same upcoming interview, the
proposed amendments for each
application must be separately
transmitted. The payment of
maintenance fees in multiple patents
would be exempt from this proposed
requirement. Maintenance fee payments
would continue to qualify for facsimile
transmission as they may not be
submitted via EPS-Web.

Where a small entity assertion
pursuant to § 1.27 is required to support
payment of a small entity maintenance
fee or a request for a maintenance fee
refund, the payment or request for
refund with the accompanying small
entity assertion may be facsimile
transmitted. Similarly, where, for
example, the assignee is separately
submitting a small entity assertion to
support payment of a maintenance fee,
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and an annuity company is the party
making the small entity payment, the
assignee may facsimile transmit the

§ 1.27 small entity assertion. It should
be noted, however, that small entity
assertions can be submitted via EPS—
Web and the Office recommends that
EPS—Web be used to ensure that the
assertion becomes part of the patent file.
For small entity fees other than
maintenance fees, such as an issue fee
in an application, which can be
submitted via EPS—Web (as well as the
small entity assertion), the fee and the
supporting small entity assertion cannot
be facsimile transmitted. It is only in
situations where the fee payment, i.e., a
maintenance fee payment, cannot be
submitted via EPS—Web, that the small
entity assertion for the payment (which
would not otherwise be permitted to be
facsimile transmitted) can also be
facsimile transmitted. The facsimile
transmission must be made to a
facsimile number identified by the
Office as appropriate for maintenance
fee payments and refunds thereof.

Section 1.6(d)(2)(ii) would set forth
requirements set forth in current § 1.6(d)
for identifying the application or matter
before the Office for which the
transmitted correspondence is intended.
Section 1.6(d)(2)(i1) continues to advise
the use of sufficient information to
identify the application or matter before
the Office for which the correspondence
is intended as part of the sender’s
identification on the required cover
sheet. The inability to be able to readily
ascertain the appropriate application or
other matter for the transmission may
result in: A delay in acting on the paper,
or discarding of the paper without
notice to the sender if the Office cannot
reasonably determine to which
application or other matter the paper is
directed.

Section 1.6(d)(2)(iii) would require
that permitted facsimile transmissions
must be sent to the specific facsimile
transmission number identified by the
Office for that type of correspondence.
In the case of reexamination
proceedings, contacting the CRU for the
transmission number would be
required. For applications, the Office
would provide a Web page that would
contain the usable transmission
numbers and identification of types of
correspondence that can be facsimile
transmitted, as well as a link to EPS—
Web for the submission of types of
correspondence that cannot be facsimile
transmitted but can be transmitted via
EPS-Web. Therefore, the central
facsimile number would no longer be
usable since the rules as proposed to be
amended would require that the
transmission for any remaining use

must be sent directly to the area of the
Office needing to receive the
transmission at its identified
transmission number. Office forms for
which facsimile transmission would no
longer be appropriate, such as the
express abandonment forms PTO/SB/24,
PTO/SB/24a, and the PTO/SB/24b, and
the issue fee payment form PTOL-85,
Part B, would have the facsimile
transmission information removed.

Section 1.6(d)(2)(iv) would require
that each unofficial correspondence
transmitted by facsimile include a
conspicuous marking that identifies it as
an ‘“‘unofficial paper” (correspondence
that could be submitted via EPS-Web
but is instead submitted via facsimile
transmission). Unofficial papers,
regardless of whether they are properly
marked as such, will not be entered into
the record of the application or
reexamination proceeding unless
expressly permitted by rule or Office
policy. Further, any of these unofficial
papers submitted via facsimile without
the required conspicuous marking may
be discarded without consideration of
the paper and without notification to
the sender that the paper has been
discarded without consideration. This
requirement for conspicuous marking of
facsimile transmitted papers and the
discarding of unmarked or mis-marked
papers would act to discourage
applicants, patent owners, and third
party requesters from attempting to file
official papers via facsimile, instead of
via EPS—Web.

Section 1.6(d)(3) would set forth the
consequences resulting from: (1)
Transmitting correspondence to a
number other than the specific facsimile
transmission number identified by the
Office for that type of correspondence;
(2) facsimile transmission of
correspondence not permitted to be
submitted by facsimile transmission; or
(3) facsimile transmission of an
“unofficial paper” without the
conspicuous marking required in
(d)(2)(iv). The consequences would be
equally applicable to any copy of such
correspondence created by the Office
(e.g., paper copies made directly from
the facsimile transmission or copies
made from scanning the paper copy of
the transmission). The consequences
would be that such correspondence: (1)
Would not be given a receipt date; (2)
would not operate to be an effective
paper (e.g., will not be considered a
reply to the Office action, or a request
for action by the Office); and (3) could
be discarded by the Office without
notification to the sender. When the
Office discards submitted material it is
without notification to the submitter,
unless such notification is specifically

provided for by rule or Office policy.
The specific provision in the rule of lack
of notification to the sender would be
added merely to reinforce the concept of
lack of notification.

For example, an otherwise timely
reply submitted by facsimile
transmission to an outstanding first
Office action would not be effective to
toll the time period for reply as this type
of correspondence would no longer
(after implementation of the rule
revision) be permitted to be submitted
by facsimile transmission. Additionally,
applicant could not simply later affirm
the prior submission of the reply within
the period for reply and rely on the
previously submitted facsimile
transmission of the reply. A new reply
would need to be timely submitted to
avoid abandonment.

Current § 1.6(f), relating to a petition
remedy where the facsimile
transmission of a continued prosecution
application (CPA) was not received by
the Office, would be canceled and
reserved.

Section 1.52(a) is proposed to be
amended to remove the italics. Sections
1.52(a), (a)(1) and (a)(2) are proposed to
be amended to remove “United States
Patent and Trademark” for conformity
with the use of “Office” in the
remaining sections of §1.52.

Section 1.52(a)(5) is proposed to be
amended to contain only a descriptive
title.

Section 1.52(a)(5)(i) would contain
the language of current 1.52(a)(5).

Sections 1.52(a)(5)(ii) would be an
added paragraph intended to clarify that
submissions must be presented in a
form that is readily legible to the Office
after receipt thereof by the Office.

Section 1.52(b) would be amended to
address a problem involving the font
size used for specifications and
prosecution papers.

Section 1.52(b) is proposed to be
amended by removing the italics and
simplifying the recitation of the papers
that are subject to the rule. Sections
1.52(b)(1) and (b)(2) would be expanded
to cover application and reexamination
papers other than just the specification
and amendments or corrections. These
sections would be applicable to cover
sheets, remarks, petitions, requests,
affidavits, or other papers submitted in
support of prosecution of the
application or the reexamination
proceeding. These sections would also
be applicable to IDS listings and any
other IDS requirements such as a
concise explanation or a translation of a
non-English language document (but not
the actual non-English language
document). “Amendment” covers all
types of amendments, including
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amendments to the claims, specification
and the drawings. “Amendment” covers
amendments made at any time during
prosecution of the patent application or
reexamination proceeding (e.g.,
amendments under §§1.111, 1.115,
1.116, 1.312, 1.530, 1.941, etc.).

Section 1.52(b)(2)(ii) is proposed to be
amended to correspond to the
amendment of PCT Rule 11.9(d) by
requiring a text lettering style having
capital letters, which capital letters
must be no smaller than 0.28 cm. (0.11
inch) high (e.g., a font size of 12 point
in Times New Roman). The requirement
for a nonscript font lettering style means
utilization of a commercially available
nonscript font in its commercially
available form. Altering the font from its
commercially available form (e.g., by
changing the look of the characters or
the automatic spacing between the
characters) may not be in compliance
with the rule. Compliance with the
proposed font size and style
requirements should not impose much
difficulty as the Office has suggested
their use for a number of years. The
recitation of font size in terms relative
to a type font having capital letters of a
minimum size permits the normal and
expected deviation for non-capital
letters and numbers that a commercially
available font complying with the
required font size would utilize. It
should be noted that utilizing capital
letters that meet the 0.28 cm.
requirement and then reducing the font
size of the non-capital letters and
numbers would not present a text
lettering style within the rule. Further,
by altering the line height to fit more
characters per page, one runs the risk of
presenting correspondence that is
unreadable by Office personnel or
presents a problem for optical character
recognition in the electronic capture
operation, which would require re-
submission of the correspondence in
compliant form. Specialized usage of
the type font in a word processing
program, such as “2nd”’, super and
subscripts, etc., must comply also with
the minimum font size requirements. In
other words, the normal font size
produced by the program for these
specialized characters when the
program is set to comply with the
capital letter requirement must be
maintained. Additionally, applicants
also need to be aware that as a word
processing program may normally set a
footnote numeral and the text of a
footnote to be smaller than the required
0.28 cm. capital letter height to be used
in the main text, applicants must adjust
the font size of the footnote accordingly
to meet the requirements of the rule.

Forms: Sections 1.52(a) and (b) do not
apply to applicant’s use of the Office’s
pre-printed forms (that may contain
smaller font size). Section 1.52(a)(3),
which is reproduced in the rules section
to provide context, is not proposed to be
changed. Office forms have been exempt
and continue to be exempt from font
size requirements as: (1) The
information in lower font size is
standardized information, such as
required of the Office by statute under
the Paperwork Reduction Act, form
number, etc., but is not required
information that applicant must supply;
(2) it is common practice for agencies to
place this standardized information in a
smaller font size, and doing so keeps the
forms from being too long and makes
them more usable by the public; and (3)
the Office does not need to process such
information when an Office form is
submitted. Commercial forms that are
subject to § 1.52(b), e.g., an application
data sheet pursuant to § 1.76, must
comply with the font size requirement.
An Office form that has been altered in
any way is considered a commercial
form and must comply with the
requirements of § 1.52. Such form must
also have its OMB approval removed.
Therefore, an applicant desiring to use
a compact form (e.g., cover or
transmittal sheet) that meets the
requirements of § 1.52 should consider
using an Office form in its original,
unaltered state. Office-generated fillable
forms containing the font size built into
the form by the Office would comply
with font size requirements.

The strictness of the proposed rule
and its application by the Office results
from the Office’s need to efficiently
process, read, and publish the text. It is
emphasized that should the Office
encounter difficulty in reading or
electronically capturing the font for any
portion of text, a substitute paper will
be required.

As the Office intends to strictly
enforce the font size requirement, in a
rare instance where applicant believes
some variation should be permitted, a
petition under § 1.183 would be
required.

Section 1.366 is proposed to be
amended to add paragraph (h) that
would require maintenance fee
payments, when submitted in paper, by
mail or facsimile transmission (which
would continue as such type of
correspondence may not be submitted
via EFS—Web), to comply with §§1.52(a)
and (b). Failure to comply with the
format requirements of § 1.52 would not
jeopardize the date of payment but
would require a new submission in a
compliant format.

Section 2.195(d) is proposed to be
amended to prohibit facsimile
transmission of the type of
correspondence that can be submitted
via the Office’s electronic trademark
system for assignments to be recorded,
ETAS.

Section 3.24(a) is proposed to be
amended by inserting a reference in the
title to EPAS as the electronic form of
submission of patent assignment
documents to be recorded.

Section 3.24(b) is proposed to be
amended as a conforming amendment to
§1.6(d)(1)(ix), which would only permit
patent-related assignments to be
submitted via EPAS and no longer via
facsimile transmission. Accordingly, the
reference to facsimile transmissions in
the title would be deleted. Material
relating to return of recorded documents
would be transferred to newly added
paragraph (c).

Section 3.24(c) is proposed to be
added to highlight current material
related to the non-return of patent
documents submitted for recording, so
that original documents would not be
submitted. The rule is also proposed to
be amended to delete “recorded” to
clarify that any document submitted for
recording will not be returned whether
or not it is recorded.

Section 3.25 is proposed to be
amended by inserting a reference in the
title to ETAS as the electronic form of
submission of trademark assignment
documents to be recorded.

Section 3.25(c) is proposed to be
amended as a conforming amendment to
§ 2.195(d), which would only permit
trademark-related assignments to be
submitted via ETAS and on paper and
no longer via facsimile transmission.
Accordingly, the reference to facsimile
transmissions in the title would be
deleted. The phrasing of the rule is also
proposed to be amended so that it is
consistent with the analogous rule for
patent assignment documents.

Material relating to return of recorded
documents would be transferred to
newly added paragraph (c)(3). Section
3.24(c)(3) is proposed to be added to
highlight current material related to the
non-return of trademark documents
submitted for recording, so that original
documents would not be submitted. The
rule is also proposed to be amended to
delete “recorded” to clarify that any
document submitted for recording will
not be returned whether or not it is
recorded.

Rule Making Considerations
A. Administrative Procedure Act

This notice proposes changes to the
rules of practice to limit the submission
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of correspondence by facsimile
transmission in patent prosecution
matters, and assignments to be recorded.
The notice also proposes changes to the
rules of practice to increase the size of
the minimum font used on papers
submitted to the Office for patent
applications, patents or reexamination
proceedings. The changes being
proposed in this notice do not change
the substantive criteria of patentability
and do not effectively foreclose the
applicant’s opportunity to make a case
on the merits. Applicants, when no
longer able to submit most types of
patent prosecution or assignments to be
recorded by facsimile transmission, may
still rely on mail delivery in all
instances and may almost always utilize
an electronic system provided by the
Office for filing submissions. Therefore,
these rule changes involve interpretive
rules, or rules of agency practice and
procedure. See Bachow Communs., Inc.
v. FCC, 237 F.3d 683, 690 (DC Cir. 2001)
(rules governing an application process
are “‘rules of agency organization,
procedure, or practice” and exempt
from the Administrative Procedure Act’s
notice and comment requirement); see
also Fressola v. Manbeck, 36 USPQ2d
1211, 1215 (D.D.C. 1995) (“Tt is
extremely doubtful whether any of the
rules formulated to govern patent or
trademark practice are other than
‘interpretive rules, general statements of
policy, * * * procedure, or practice.””)
(quoting C.W. Ooms, The United States
Patent Office and the Administrative
Procedure Act, 38 Trademark Rep. 149,
153 (1948)). Accordingly, prior notice
and opportunity for comment is not
required pursuant to 5 U.S.C. 553(b)(A)
(or any other law), and thirty-day
advance publication is not required
pursuant to 5 U.S.C. 553(d) (or any other
law). Nevertheless, the Office is seeking
public comment on changes
contemplated to these rules of practice
to obtain the benefit of such input prior
to adopting changes to the rules of
practice.

B. Regulatory Flexibility Analysis

As prior notice and an opportunity for
public comment are not required
pursuant to 5 U.S.C. 553 (or any other
law), neither a regulatory flexibility
analysis nor a certification under the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.) are required. See 5 U.S.C. 603.
Nevertheless, for the reasons set forth
herein, the Deputy General Counsel for
General Law of the United States Patent
and Trademark Office has certified to
the Chief Counsel for Advocacy of the
Small Business Administration that the
changes proposed in this notice will not
have a significant economic impact on

a substantial number of small entities.
See 5 U.S.C. 605(b).

The primary impact of the changes
proposed in this notice are that: (1)
Certain documents may no longer be
submitted to the Office via facsimile
transmission; and (2) certain documents
submitted to the Office must have a
minimum font size, namely a font that
has capital letters no smaller than 0.28
cm (0.11 inch) high (e.g., a font size of
12 point in Times New Roman). The
elimination of the availability of
facsimile transmission will not have a
significant economic impact because
these documents may be submitted to
the Office via EFS-Web or via the USPS
by first class mail. The requirement that
documents submitted to the Office must
have a minimum font size will not have
a significant economic impact because
the current rules of practice require that
such documents be “[plresented in a
form having sufficient clarity and
contrast between the paper and the
writing thereon to permit the direct
reproduction of readily legible copies in
any number by use of photographic,
electrostatic, photo-offset, and
microfilming processes and electronic
capture by use of digital imaging and
optical character recognition” (37 CFR
1.52(a)(1)(v)), and set forth that font size
below the proposed minimum font size
generally does not comply with this pre-
existing requirement of the rules of
practice. In addition, the overwhelming
majority of the documents to which this
provision applies are created using
word processors, and it will not have a
significant economic impact to change
the font size on a word processor.
Therefore, the changes proposed in this
notice will not have a significant
economic impact on a substantial
number of small entities.

C. Executive Order 13132 (Federalism)

This rule making does not contain
policies with federalism implications
sufficient to warrant preparation of a
Federalism Assessment under Executive
Order 13132 (Aug. 4, 1999).

D. Executive Order 12866 (Regulatory
Planning and Review)

This rule making has been determined
to be not significant for purposes of
Executive Order 12866 (Sept. 30, 1993),
as amended by Executive Order 13258
(Feb. 26, 2002) and Executive Order
13422 (Jan. 18, 2007).

E. Executive Order 13175 (Tribal
Consultation)

This rule making will not: (1) Have
substantial direct effects on one or more
Indian tribes; (2) impose substantial
direct compliance costs on Indian tribal

governments; or (3) preempt tribal law.
Therefore, a tribal summary impact
statement is not required under
Executive Order 13175 (Nov. 6, 2000).

F. Executive Order 13211 (Energy
Effects)

This rule making is not a significant
energy action under Executive Order
13211 because this rule making is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. Therefore, a Statement of Energy
Effects is not required under Executive
Order 13211 (May 18, 2001).

G. Executive Order 12988 (Civil Justice
Reform)

This rule making meets applicable
standards to minimize litigation,
eliminate ambiguity, and reduce burden
as set forth in sections 3(a) and 3(b)(2)
of Executive Order 12988 (Feb. 5, 1996).

H. Executive Order 13045 (Protection of
Children)

This rule making is not an
economically significant rule and does
not concern an environmental risk to
health or safety that may
disproportionately affect children under
Executive Order 13045 (Apr. 21, 1997).

1. Executive Order 12630 (Taking of
Private Property)

This rule making will not effect a
taking of private property or otherwise
have taking implications under
Executive Order 12630 (Mar. 15, 1988).

J. Congressional Review Act

Under the Congressional Review Act
provisions of the Small Business
Regulatory Enforcement Fairness Act of
1996 (5 U.S.C. 801 et seq.), prior to
issuing any final rule the United States
Patent and Trademark Office will
submit a report containing the final rule
and other required information to the
U.S. Senate, the U.S. House of
Representatives and the Comptroller
General of the Government
Accountability Office. The changes
proposed in this notice are not expected
to result in an annual effect on the
economy of 100 million dollars or more,
a major increase in costs or prices, or
significant adverse effects on
competition, employment, investment,
productivity, innovation, or the ability
of United States-based enterprises to
compete with foreign-based enterprises
in domestic and export markets.
Therefore, this rule making is not likely
to result in a “major rule” as defined in
5 U.S.C. 804(2).
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K. Unfunded Mandates Reform Act of
1995

The changes proposed in this notice
do not involve a Federal
intergovernmental mandate that will
result in the expenditure by State, local,
and tribal governments, in the aggregate,
of 100 million dollars (as adjusted) or
more in any one year, or a Federal
private sector mandate that will result
in the expenditure by the private sector
of 100 million dollars (as adjusted) or
more in any one year, and will not
significantly or uniquely affect small
governments. Therefore, no actions are
necessary under the provisions of the
Unfunded Mandates Reform Act of
1995. See 2 U.S.C. 1501 et seq.

L. National Environmental Policy Act

This rule making will not have any
effect on the quality of environment and
is thus categorically excluded from
review under the National
Environmental Policy Act of 1969. See
42 U.S.C. 4321 et seq.

M. National Technology Transfer and
Advancement Act

The requirements of section 12(d) of
the National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) are inapplicable because this
rule making does not contain provisions
which involve the use of technical
standards.

N. Paperwork Reduction Act

This notice involves information
collection requirements which are
subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.). The collections
of information involved in this notice
have been reviewed and previously
approved by OMB under OMB control
numbers: 0651-0031, 0651-0032, and
0651-0059. The United States Patent
and Trademark Office is not
resubmitting the other information
collections listed above to OMB for its
review and approval because the
changes proposed in this notice do not
affect the information collection
requirements associated with the
information collections under these
OMB control numbers. The principal
changes proposed in this notice are to
provide that: (1) Certain documents may
no longer be submitted to the Office via
facsimile transmission; and (2) certain
documents submitted to the Office must
have a minimum font size, namely a
font that has capital letters no smaller
than 0.28 cm (0.11 inch) high (e.g., a
font size of 12 point in Times New
Roman).

Comments are invited on: (1) Whether
the collection of information is
necessary for proper performance of the
functions of the agency; (2) the accuracy
of the agency’s estimate of the burden;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
to respondents.

Interested persons are requested to
send comments regarding these
information collections, including
suggestions for reducing this burden, to:
(1) The Office of Information and
Regulatory Affairs, Office of
Management and Budget, New
Executive Office Building, Room 10202,
725 17th Street, NW., Washington, DC
20503, Attention: Desk Officer for the
Patent and Trademark Office; and (2)
Robert A. Clarke, Director, Office of
Patent Legal Administration,
Commissioner for Patents, P.O. Box
1450, Alexandria, VA 22313-1450.

Notwithstanding any other provision
of law, no person is required to respond
to nor shall a person be subject to a
penalty for failure to comply with a
collection of information subject to the
requirements of the Paperwork
Reduction Act unless that collection of
information displays a currently valid
OMB control number.

List of Subjects
37 CFR Part 1

Administrative practice and
procedure, Inventions and patents,
Reporting and recordkeeping
requirements, Small businesses.

37 CFR Part 2

Administrative practice and
procedure, Trademarks.

37 CFR Part 3
Administrative practice and
procedure, Patents, Trademarks.
For the reasons set forth in the

preamble, 37 CFR parts 1, 2, and 3 are
proposed to be amended as follows:

PART 1—RULES OF PRACTICE IN
PATENT CASES

1. The authority citation for 37 CFR
part 1 continues to read as follows:

Authority: 35 U.S.C. 2(b)(2).

2. Section 1.6 is amended by
removing and reserving paragraph (f)
and revising paragraphs (a) and (d) to
read as follows:

§1.6 Receipt of correspondence.

(a) Date of receipt and Express Mail
date of deposit. Correspondence
received in the United States Patent and

Trademark Office is stamped with the
date of receipt except as follows:

(1) Open for receipt of
correspondence. The United States
Patent and Trademark Office is not open
for the filing of correspondence on any
day that is a Saturday, Sunday, or
Federal holiday within the District of
Columbia. Except for correspondence
transmitted by facsimile under
paragraph (d)(1) of this section, or filed
electronically under (a)(4) of this
section, no correspondence is received
in the Office on Saturdays, Sundays, or
Federal holidays within the District of
Columbia.

(2) “Express Mail” stamp date.
Correspondence filed in accordance
with § 1.10 will be stamped with the
date of deposit as “Express Mail” with
the United States Postal Service.

(3) Receipt date of facsimile
transmission. Correspondence
permitted by paragraph (d)(1) of this
section to be filed by facsimile
transmission to the United States Patent
and Trademark Office will be stamped
with the date on which the complete
transmission is received in the United
States Patent and Trademark Office
unless that date is a Saturday, Sunday,
or Federal holiday within the District of
Columbia, in which case the date
stamped will be the next succeeding day
which is not a Saturday, Sunday, or
Federal holiday within the District of
Columbia.

(4) Office electronic filing system
(EFS-Web). Correspondence may be
submitted using the Office electronic
filing system only in accordance with
the Office’s electronic filing system
requirements. Correspondence
submitted to the Office by way of the
Office’s electronic filing system will be
accorded a receipt date, which is the
date the correspondence is received at
the correspondence address for the
Office set forth in § 1.1 when it was
officially submitted.

(5) Non-facsimile electronic
transmission of patent-related
correspondence other than
correspondence filed via the Office’s
patent-related electronic systems (e.g.,
EFS-Web, and Electronic Patent
Assignment System (EPAS)). Non-
facsimile electronic transmission of
patent-related correspondence other
than correspondence filed via the
Office’s patent-related electronic
systems may not be used for submission
of correspondence to the Office
intended to become part of the official
file record for an application, patent,
reexamination proceeding, or other
matter before the Office, except as
expressly authorized by:
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(i) The Board of Patent Appeal and
Interferences in cases before the Board
of Patent Appeals and Interferences, or

(ii) Applicant pursuant to the Office’s

express policy for internet usage.
* * * * *

(d) Facsimile transmission. (1)
Facsimile transmission of
correspondence to the Office is not
permitted for:

(i) Correspondence as specified in
§1.4(e);

(ii) Certified documents as specified
in §1.4(f);

(iii) Correspondence which cannot
receive the benefit of the certificate of
mailing or transmission as specified in
§§1.8(a)(2)(i)(A) through (D) and (F),
and §1.8(a)(2)(iii)(A);

(iv) Color drawings submitted under
§§1.81, 1.83 through 1.85, 1.152, 1.165,
1.173, or 1.437;

(v) A request for reexamination under
§1.510 or 1.913;

(vi) Correspondence to be filed in a
patent application subject to a secrecy
order under §§ 5.1 through 5.5 of this
chapter and directly related to the
secrecy order content of the application;

(vii) Cases before the Board of Patent
Appeals and Interferences, except as the
Board may expressly authorize;

(viii) Correspondence permitted to be
submitted pursuant to paragraph (a)(4)
of this section;

(ix) Correspondence permitted to be
submitted via the Office’s patent-related
electronic system for recording
assignments (e.g., Electronic Patent
Assignment System (EPAS));

(x) Third party papers under § 1.99;

(xi) Protests under §1.291; and

(xii) Public use hearing papers under
§1.292.

(2) A facsimile transmission of
correspondence when not prohibited
pursuant to paragraph (d)(1) of this
section must:

(i) Be limited to a single application
or other matter before the Office, except
for payments of maintenance fees
pursuant to § 1.366 or requests for
refunds thereof;

(ii) Include a facsimile cover sheet
with the sender’s identification, which
should contain sufficient identifying
information of the application or other
matter to which the transmission is
intended, such as:

(A) The application number of a
patent application;

(B) The control number of a
reexamination proceeding;

(C) The interference number of an
interference proceeding; or

(D) The patent number of a patent;

(iii) Be transmitted to the specific
facsimile transmission number

identified by the Office for that type of
correspondence; and

(iv) Include a conspicuous marking on
each correspondence intended to be
unofficial that identifies such
correspondence as an unofficial paper.

(3) Transmission to a facsimile
number other than that identified by the
Office for the type of correspondence
transmitted, facsimile transmission of a
type of correspondence that is not
permitted to be facsimile transmitted, or
facsimile transmission of
correspondence without the
conspicuous marking pursuant to
paragraph (d)(2)(iv) of this section, and
any copy of such correspondence
created by the Office:

(i) Will not be given a receipt date;

(ii) Will not operate to be an effective
paper; and

(iii) May be discarded by the Office

without notification to the sender.
* * * * *

3. Section 1.52 is amended by revising
the introductory text of paragraph (a)(1),
paragraphs (a)(2), (a)(3), (a)(5), the
introductory text of paragraph (b), (b)(1),
and (b)(2) to read as follows:

§1.52 Language, paper, writing, margins,
compact disc specifications.

(a) Papers that are to become a part
of the permanent Office records in the
file of a patent application or a
reexamination proceeding. (1) All
papers, other than drawings, that are
submitted on paper or by facsimile
transmission, and are to become a part
of the permanent Office records in the
file of a patent application or
reexamination proceeding, must be on
sheets of paper that are the same size,

not permanently bound together, and:
* * * * *

(2) All papers that are submitted on
paper or by facsimile transmission, and
are to become a part of the permanent
records of the Office should have no
holes in the sheets as submitted.

(3) The provisions of this paragraph
and paragraph (b) of this section do not
apply to the pre-printed information on
paper forms provided by the Office, or
to the copy of the patent submitted on
paper in double column format as the
specification in a reissue application or

request for reexamination.
* * * * *

(5) All papers submitted
electronically to the Office must be:

(i) Formatted and transmitted in
compliance with the Office’s electronic
filing system requirements; and

(ii) Readily legible to the Office after
receipt thereof.

(b) The application (specification,
including the claims and abstract,

drawings, and oath or declaration) or a
reexamination request, any amendments
or correction(s) to an application or
patent undergoing reexamination, and
any remarks, petitions, requests,
affidavits or other papers submitted
during prosecution of an application or
a reexamination proceeding:

(1) Except as provided for in § 1.69
and paragraph (d) of this section, must:

(i) Comply with the requirements of
paragraph (a) of this section; and

(ii) Be in the English language or be
accompanied by a translation of the
application and a translation of any
corrections or amendments into the
English language together with a
statement that the translation is
accurate; and

(2) Except for the specifications of
reissue applications (but not
amendments thereto made by a separate
paper pursuant to § 1.173(b)) and
specifications for patents for which
reexamination has been requested (but
not amendments thereto pursuant to
§1.530) and as provided for in §§1.821
through 1.825, must have:

(i) Lines that are 1% or double
spaced;

(ii) Text written in a nonscript font
(e.g., Arial, Times New Roman, or
Courier) lettering style having capital
letters which must be no smaller than
0.28 cm (0.11 inch) high (e.g., a font size
of 12 point in Times New Roman); and

(iii) Only a single column of text.

4. Section 1.366 is amended by
adding paragraph (h) to read as follows:

§1.366 Submission of maintenance fees.

* * * * *

(h) Paper submissions of maintenance
fee-related payments must comply with

§1.52(a) and (b).

PART 2—RULES OF PRACTICE IN
TRADEMARK CASES

5. The authority citation for 37 CFR
part 2 continues to read as follows:

Authority: 15 U.S.C. 1123, 35 U.S.C. 2,
unless otherwise noted.

6. Section 2.195 is amended by
adding a new paragraph (d)(6) to read as
follows:

§2.195 Receipt of trademark
correspondence.

* * * * *

(d) * * *

(6) Correspondence permitted to be
submitted via the Office’s electronic
system for recording assignments (e.g.,
Electronic Trademark Assignment
System (ETAS)).

* * * * *
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PART 3—ASSIGNMENT, RECORDING
AND RIGHTS OF ASSIGNEE

7. Section 3.24 is revised to read as
follows:

§3.24 Requirements for documents and
cover sheets relating to patents and patent
applications.

(a) For electronic submissions (e.g.,
Electronic Patent Assignment System
(EPAS)): Either a copy of the original
document or an extract of the original
document may be submitted for
recording. All documents must be
submitted as digitized images in Tagged
Image File Format (TIFF) or another
form as prescribed by the Director.
When printed to a paper size of either
21.6 by 27.9 cm (872 inches by 11
inches) or 21.0 by 29.7 cm (DIN size
A4), the document must be legible and
a 2.5 cm (one inch) margin must be
present on all sides.

(b) For paper: Either a copy of the
original document or an extract of the
original document must be submitted
for recording. Only one side of each
page may be used. The paper size must
be either 21.6 by 27.9 cm (8= inches by
11 inches) or 21.0 by 29.7 cm (DIN size
A4), and in either case, a 2.5 cm (one
inch) margin must be present on all
sides. The paper used should be
flexible, strong, white, non-shiny, and
durable.

(c) Non-return of submissions: The
Office will not return documents
submitted for recording. Therefore,
original documents must not be
submitted for recording.

8. Section 3.25 is amended by revising
paragraph (c) as follows:

§3.25 Recording requirements for
trademark applications and registrations.
* * * * *

(c) All documents. (1) For electronic
submissions (e.g., Electronic Trademark
Assignment System (ETAS)): All
documents must be submitted as
digitized images in Tagged Image File
Format (TIFF) or another form as
prescribed by the Director. When
printed to a paper size of either 21.6 by
27.9 cm (8%2 inches by 11 inches) or
21.0 by 29.7 cm (DIN size A4), the
document must be legible and a 2.5 cm
(one inch) margin must be present on all
sides.

(2) For paper: Only one side of each
page may be used. The paper size must
be either 21.6 by 27.9 cm (82 inches by
11 inches) or 21.0 by 29.7 cm (DIN size
A4), and in either case, a 2.5 cm (one
inch) margin must be present on all
sides. The paper used should be
flexible, strong, white, non-shiny, and
durable.

(3) Non-return of submissions: The
Office will not return documents
submitted for recording. Therefore,
original documents must not be
submitted for recording.

Dated: July 31, 2008.
Jon W. Dudas,

Under Secretary of Commerce for Intellectual
Property and Director of the United States
Patent and Trademark Office.

[FR Doc. E8-18025 Filed 8—5—-08; 8:45 am]
BILLING CODE 3510-16-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 63
[EPA-HQ-OAR-2003-0121; FRL-8701-8]
RIN 2060-A007

National Emission Standards for
Organic Hazardous Air Pollutants
From the Synthetic Organic Chemical
Manufacturing Industry for Process
Vents, Storage Vessels, Transfer
Operations, and Wastewater; and
National Emission Standards for
Hazardous Air Pollutants:
Miscellaneous Organic Chemical
Manufacturing

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule; amendments.

SUMMARY: On November 10, 2003, EPA
promulgated national emission
standards for hazardous air pollutants
(NESHAP) for miscellaneous organic
chemical manufacturing. The rule is
referred to as the miscellaneous organic
NESHAP or the MON. The MON
incorporates by reference the
wastewater tank requirements in the
National Emission Standards for
Organic Hazardous Air Pollutants From
the Synthetic Organic Chemical
Manufacturing Industry for Process
Vents, Storage Vessels, Transfer
Operations, and Wastewater, which EPA
promulgated on April 24, 1994, and
which is referred to as the hazardous
organic NESHAP or the HON. In this
action EPA proposes to amend the HON,
and thereby, the MON, by adding an
equivalent means of emission limitation
for wastewater tanks. This action also
clarifies and corrects technical
inconsistencies that have been
discovered in the MON.

DATES: Comments. Comments must be
received on or before September 22,
2008.

Public Hearing. If anyone contacts
EPA requesting to speak at a public
hearing by August 18, 2008, a public
hearing will be held on August 21, 2008.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-HQ-
OAR-2003-0121, by one of the
following methods:

o www.regulations.gov. Follow the
on-line instructions for submitting
comments.

¢ E-mail: a-and-r-Docket@epa.gov.

e Fax:(202) 566—9744.

e Mail: U.S. Postal Service, send
comments to: Air and Radiation Docket
and Information Center, EPA, Mailcode:
2822T, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460. Please include a
total of two copies.

e Hand Delivery: In person or by
courier, deliver your comments to: Air
and Radiation Docket, EPA, Room 3334,
1301 Constitution Avenue, NW.
Washington, DC 20004. Please include a
total of two copies. Such deliveries are
only accepted during the Docket’s
normal hours of operation, and special
arrangements should be made for
deliveries of boxed information. We
request that a separate copy of each
public comment also be sent to the
contact person listed below (see FOR
FURTHER INFORMATION CONTACT).

Instructions: Direct your comments to
Docket ID No. EPA-HQ-OAR-2003—
0121. EPA’s policy is that all comments
received will be included in the public
docket without change and may be
made available online at
www.regulations.gov, including any
personal information provided, unless
the comment includes information
claimed to be confidential business
information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through www.regulations.gov
or e-mail. The www.regulations.gov Web
site is an “anonymous access’ system,
which means EPA will not know your
identity or contact information unless
you provide it in the body of your
comment. If you send an e-mail
comment directly to EPA without going
through www.regulations.gov, your
e-mail address will be automatically
captured and included as part of the
comment that is placed in the public
docket and made available on the
Internet. If you submit an electronic
comment, EPA recommends that you
include your name and other contact
information in the body of your
comment and with any disk or CD-ROM
you submit. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment. Electronic files should avoid
the use of special characters, any form
of encryption, and be free of any defects
or viruses. For additional information
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about EPA’s public docket, visit the EPA
Docket Center homepage at http://
www.epa.gov/epahome/dockets.htm.

Docket: All documents in the docket
are listed in the www.regulations.gov
index. Although listed in the index,
some information is not publicly
available, e.g., CBI or other information
whose disclosure is restricted by statute.
Certain other material, such as
copyrighted material, will be publicly
available only in hard copy. Publicly
available docket materials are available
either electronically in
www.regulations.gov or in hard copy at
the Air and Radiation Docket, EPA West
Building, Room 3334, 1301 Constitution

Ave., NW., Washington, DC. The Public
Reading Room is open from 8:30 a.m. to
4:30 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Public Reading Room is
(202) 566—1744, and the telephone
number for the Air and Radiation
Docket is (202) 566—1742.

Public Hearing. If you are interested
in attending the public hearing, contact
Ms. Janet Eck at (919) 541-7946 to
verify that a hearing will be held. If a
public hearing is held, it will be held at
10 a.m. at EPA’s Campus located at
109 T.W. Alexander Drive in Research
Triangle Park, NG, or an alternate site
nearby. If no one contacts EPA

requesting to speak at a public hearing
concerning this rule by August 18, 2008
this hearing will be cancelled without
further notice.

FOR FURTHER INFORMATION CONTACT: Mr.
Randy McDonald, Office of Air Quality
Planning and Standards, Sector Policies
and Programs Division, Coatings and
Chemicals Group (E143-01), U.S. EPA,
Research Triangle Park, NC 27711;
telephone number: (919) 541-5402; fax
number: (919) 541-0246; e-mail address:
medonald.randy@epa.gov.
SUPPLEMENTARY INFORMATION: Regulated
Entities. Categories and entities
potentially regulated by this action
include:

Category

NAICS *

Examples of regulated entities

Industry

3251, 3252, 3253, 3254, 3255, 3256, and 3259, with
several exceptions.

Producers of specialty organic chemicals, explosives,
certain polymers and resins, and certain pesticide
intermediates.

*North American Industrial Classification System.

This table is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
regulated by this action. To determine
whether your facility is regulated by this
action, you should examine the
applicability criteria in § 63.2435. If you
have any questions regarding the
applicability of this action to a
particular entity, consult the person
listed in the preceding FOR FURTHER
INFORMATION CONTACT section.

Submitting CBI. Do not submit this
information to EPA through
www.regulations.gov or e-mail. Clearly
mark the part or all of the information
that you claim to be CBI. For CBI
information on a disk or CD-ROM that
you mail to EPA, mark the outside of the
disk or CD-ROM as CBI and then
identify electronically within the disk or
CD-ROM the specific information that
is claimed as CBI. In addition to one
complete version of the comment that
includes information claimed as CBI, a
copy of the comment that does not
contain the information claimed as CBI
must be submitted for inclusion in the
public docket. Information so marked
will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2.

World Wide Web (WWW). In addition
to being available in the docket, an
electronic copy of the proposed rule is
also available on the WWW through the
Technology Transfer Network.
Following signature, a copy of the
proposed rule will be posted on the
TTN’s policy and guidance page for
newly proposed or promulgated rules at
http://www.epa.gov/ttn/oarpg. The TTN

provides information and technology
exchange in various areas of air
pollution control.

Outline. The information presented in
this preamble is organized as follows:

I. What amendments are we proposing for the
HON, 40 CFR part 63, subpart G?

II. What technical corrections are we
proposing for the MON, 40 CFR part 63,
subpart FFFF?

III. Statutory and Executive Order Reviews

A. Executive Order 12866: Regulatory
Planning and Review

B. Paperwork Reduction Act

C. Regulatory Flexibility Act

D. Unfunded Mandates Reform Act

E. Executive Order 13132: Federalism

F. Executive Order 13175: Consultation
and Coordination With Indian Tribal
Governments

G. Executive Order 13045: Protection of
Children From Environmental Health
Risks and Safety Risks

H. Executive Order 13211: Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use

I. National Technology Transfer and
Advancement Act

]. Executive Order 12898: Federal Actions
to Address Environmental Justice in
Minority Populations and Low-Income
Populations

I. What amendments are we proposing
for the HON, 40 CFR part 63, subpart
G?

The EPA has received a request from
Dow Chemical Company for approval of
an equivalent means emission limitation
for wastewater tanks subject to the
MON. The MON incorporates by
reference the wastewater tank
requirements of the HON in § 63.2485(d)
and Table 7 by requiring compliance

with §§ 63.132 through 63.148 of the
HON. With one exception, the standards
for wastewater tanks in § 63.133(a) of
the HON require the owner or operator
of an affected wastewater tank to
operate and maintain a fixed roof, an
internal floating roof, or an external
floating roof. Under certain
circumstances or as an alternative to
these requirements, the owner or
operator may operate and maintain a
fixed roof with a closed-vent system and
control device. If a fixed roof with a
closed vent system and control device is
used, §63.133(b) requires that each
opening in the roof be closed. The
request and evaluation submitted by
Dow Chemicals is to use a fixed roof
with openings under negative pressure
and vapors routed through a closed vent
system to a control device as an
equivalent means of emission limitation
to the fixed roof vented to control
device.

An owner or operator of an affected
source covered by the HON may request
approval to use an equivalent means of
emission limitation in accordance with
§63.133(a)(2)(iv). The determination of
equivalency to the reduction in
emissions achieved by the requirements
in §63.133(a)(2)(i) is based on actual
emission tests or engineering evaluation
and evaluated according to § 63.102(b).
Under §63.102(b), if, in the judgment of
the Administrator, an equivalent means
of emission limitation will achieve a
reduction in organic hazardous air
pollutant (HAP) emissions at least
equivalent to the reduction in organic
HAP emissions from that source
achieved under any design, equipment,
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work practice, or operational standards
in 40 CFR part 63, subpart G, the
Administrator will publish in the
Federal Register a notice permitting the
use of the alternative means for
purposes of compliance with that
requirement. Any such notice shall be
published only after public notice and
an opportunity for a hearing.

Moreover, the proposed work practice
is an appropriate standard under section
112(h) of the Clean Air Act (CAA).
Specifically, CAA section 112(h)(2)(B)
provides that a work practice standard
can be issued in lieu of an emission
standard where it is “not feasible to
prescribe or enforce an emission
standard.” CAA section 112(h)(2)(B)
defines the phrase ‘“not feasible to
prescribe or enforce an emission
standard,” to mean a situation where
the Administrator determines that ““the
application of measurement
methodology to a particular class of
sources is not practicable due to
technological and economic
limitations.” The proposed work
practice is consistent with CAA section
112(h)(2)(B) since applying a
measurement methodology to this class
of sources is not technologically feasible
due to the number of openings and
possible emissions points. Emissions
from fixed roof tanks are evaporative
losses that result from barometric
pressure and ambient temperature
changes, as well as filling and emptying
operations. The flow rate of vent
emissions from a tank is very low,
except during filling. The concentration
of HAP in the vent stream varies with
the degree of saturation of HAP in the
tank vapor space. The degree of
saturation depends on such factors as
HAP vapor pressure, tank size, and
liquid throughput. Low flow rate and
varying concentration make emission
measurement impractical.

We discussed work practice standards
for wastewater tanks in the preamble to
the proposed HON rule (57 FR 62641).
We stated:

Although considered first, it was
determined that a numerical standard would
not be feasible because it would be difficult
to capture and measure emissions from this
equipment for the purpose of evaluating
compliance.

We are considering the Dow Chemical
Company’s request for a determination
of equivalency under §§63.102(b) and
63.133(a)(2)(iv) since standards for tanks
are work practice standards. Design

features of Dow’s wastewater tank
include a negative pressure generated
from the thermal oxidizer blower to
draw the clarifier vent stream to the
thermal oxidizer, an air sweep across
the headspace to minimize
accumulation of flammables, and a low
pressure water seal system for the
rotating raker arm structure. Dow
developed the patented design to
address safety and operational issues
inherent in wastewater treatment tanks.
The tank has uniform air inlets around
the circumference of the tank at the roof
for evenly distributed air flow into the
clarifier.

When a fixed roof with a closed vent
system and control device is used to
comply with the requirements for
wastewater tanks, the owner or operator
must meet the requirements in
§63.133(b). Paragraphs § 63.133(b)(1),
(2), and (3) contain requirements for the
fixed roof, the control device, and the
closed vent system, respectively.
Paragraph § 63.133(b)(1)(i) requires the
fixed roof and all openings be
maintained in accordance with the no
detectable emissions requirements in
§63.148 and paragraph §63.133(b)(1)(ii)
requires each opening in the fixed roof
be maintained in a closed position. The
request and evaluation submitted by
Dow Chemicals is to use a fixed roof
with openings under negative pressure
and vapors routed through a closed vent
system to a control device as an
equivalent means of emission limitation
to the fixed roof vented to control
device. Since the performance of the
closed vent system and control device
would be equivalent, Dow’s application
for equivalency must demonstrate that
the fixed roof with openings under
negative pressure performs at least as
well as the fixed roof.

To show equivalency under
§§63.102(b) and 63.133(a)(2)(iv), Dow
tested for detectable emissions at the
openings of the fixed roof under
negative pressure. Dow obtained flame
ionization detection (FID) readings at
these openings and found meter
readings of less than 500 parts per
million by volume (ppmv) above
background. These results indicate no
detectable emissions according to
§63.148(d).

Moreover, Dow correctly states that an
enclosure with openings under negative
pressure has previously been considered
by EPA and is an accepted control
alternative under the NESHAP for the

pulp and paper industry (40 CFR part
63, subpart S) as well as a control

requirement under the Benzene Waste
NESHAP (40 CFR part 61, subpart FF).

The Pulp and Paper NESHAP requires
pulping equipment systems be enclosed
and vapors be vented to a closed vent
system and routed to a control device.
Each enclosure must maintain negative
pressure at each opening. The owner or
operator is required to demonstrate
initially and annually that each
enclosure opening is maintained at a
negative pressure using an anemometer,
smoke tubes, or other acceptable test
method to demonstrate flow into the
enclosure opening.

The Benzene Waste NESHAP has
provisions for tanks maintained at a
pressure less than atmospheric pressure.
The standard requires a fixed-roof and
closed-vent system that routes all vapors
from a tank to a control device. In lieu
of maintaining all openings in a closed
and sealed position, the owner or
operator may choose to maintain the
tank at a pressure less than atmospheric
pressure.

After considering the information in
Dow’s request and reviewing prior EPA
judgments, we have concluded that Dow
has demonstrated that maintaining a
fixed roof with openings under negative
pressure achieves an equivalent
emissions reduction compared to
maintaining a fixed roof with no
openings as required by §§ 63.102(b)
and 63.133(a)(2)({v).

Therefore, we are proposing to amend
§63.133(b) to allow a fixed roof with
openings maintained at negative
pressure for owners or operators
complying with §63.133(a)(2)(i) for a
fixed roof and closed vent system that
routes vapors to a control device.

We are also proposing monitoring
requirements to accompany the
proposed equivalent means of emission
limitation, which demonstrate that the
openings in the enclosure are
maintained under negative pressure
throughout the full range of operating
conditions, including periods of startup,
shutdown, and malfunction.

II. What technical corrections are we
proposing for the MON, 40 CFR part 63,
subpart FFFF?

We are proposing to edit several
provisions to clarify our intent. These
proposed changes are described in Table
1 of this preamble.



45676

Federal Register/Vol. 73, No. 152/ Wednesday, August 6, 2008/Proposed Rules

TABLE 1—TECHNICAL CLARIFICATIONS AND CORRECTIONS TO THE MON, 40 CFR PART 63, SUBPART FFFF

Subpart FFFF

Description of proposed correction

§63.2450(0)

§63.2460(2) vverrreeerrereeeereerseeen

§63.2460(c)(2)(v)

§ 63.2465(b)
§63.2470(c)

§63.2485(n)(1)

§63.2520(c)(2)
§63.2550(i)

Table 6 to 40 CFR part 63, subpart
FFFF.
Table 7 to 40 CFR part 63, subpart

We are adding language to clarify that, if hydrogen halide and halogen HAP in a vent stream must be con-
trolled to meet the emission limits in Table 3 to subpart FFFF of 40 CFR part 63, then that vent stream
may not be vented to a flare. This clarifies our intent that all other vent streams that contain hydrogen
halide and halogen HAP may be vented to a flare.

We are proposing language to clarify that any combination of emission limits for batch process vents
(items 1.a, 1.b, and/or 1.c in Table 2) may be applied to batch process vents.

We are proposing to add language to clarify that the requirement to demonstrate that a process condenser
is properly operated applies only in the case where a HAP is heated above its boiling point. This require-
ment only applies to HAP in batch process vents and does not apply to HAP as an impurity.

We are proposing to apply the outlet concentration limit to controlled and uncontrolled process vents.

For storage tanks we are proposing to incorporate by reference the monitoring requirements in
§63.1258(b)(1)(v) for nonregenerative carbon adsorbers.

We are adding neutralization units to the requirement that wastewater must be hard-piped between waste-
water treatment tanks and the activated sludge unit.

We are correcting the reference to paragraph § 63.2460(c)(5), the referenced paragraph is § 63.2450(k)(6).

1. We are proposing to add a definition for the term “bench-scale process.” The term will mean the same
as “bench-scale batch process,” as defined in §63.161.

2. We are proposing to correct the definition for the term “miscellaneous organic chemical manufacturing
process” by removing extruder as an endpoint for processes without an extruder.

We are deleting entry 2 as intended (see 70 FR 73121, December 8, 2005). An entry for new sources is
not necessary.

We are proposing certain wastewater requirements as an alternative for liquid streams in open systems.

FFF.

III. Statutory and Executive Order
Reviews

A. Executive Order 12866: Regulatory
Planning and Review

This action is not a “significant
regulatory action” under the terms of
Executive Order 12866 (58 FR 51735,
October 4, 1993), and is, therefore, not
subject to review under the Executive
Order.

B. Paperwork Reduction Act

The action does not impose any new
information collection burden. The
proposed amendments would give
owners and operators another
compliance option. Since these changes
have the potential to result in minor
reductions in the information collection
burden, the Information Collection
Request has not been revised. However,
OMB has previously approved the
information collection requirements
contained in the existing regulation at
40 CFR part 63, subpart FFFF under the
provisions of the Paperwork Reduction
Act, 44 U.S.C. 3501, et seq., and has
assigned OMB control number 2060—
0533. The OMB control numbers for
EPA’s regulations in 40 CFR are listed
in 40 CFR part 9.

C. Regulatory Flexibility Act

The Regulatory Flexibility Act
generally requires an agency to prepare
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements under the
Administrative Procedure Act or any
other statute unless the agency certifies
that the rule will not have a significant

economic impact on a substantial
number of small entities. Small entities
include small businesses, small
organizations, and small governmental
jurisdictions.

For purposes of assessing the impacts
of today’s proposed amendments on
small entities, a small entity is defined
as: (1) A small business ranging from up
to 500 employees to up to 1,000
employees, depending on the NAICS
code; (2) a small governmental
jurisdiction that is a government of a
city, county, town, school district, or
special district with a population of less
than 50,000; or (3) a small organization
that is any not-for-profit enterprise that
is independently owned and operated
and is not dominant in its field. The
maximum number of employees to be
considered a small business for each
NAICS code is shown in the preamble
to the proposed rule (67 FR 16178).

After considering the economic
impacts of this proposed rule on small
entities, I certify that this action will not
have a significant economic impact on
a substantial number of small entities.
In determining whether a rule has a
significant economic impact on a
substantial number of small entities, the
impact of concern is any significant
adverse economic impact on small
entities, since the primary purpose of
the regulatory flexibility analyses is to
identify and address regulatory
alternatives “which minimize any
significant economic impact of the rule
on small entities.” 5 U.S.C. 603 and 604.
Thus, an agency may certify that a rule
will not have a significant economic

impact on a substantial number of small
entities if the rule relieves regulatory
burden, or otherwise has a positive
economic effect on all of the small
entities subject to the rule.

The proposed amendments include an
additional compliance option for
wastewater tanks that provide small
entities with greater flexibility to
comply with the standards. We have
therefore concluded that this proposed
rule amendments will relieve regulatory
burden for all affected small entities.

We continue to be interested in the
potential impacts of the proposed rule
on small entities and welcome
comments on issues related to such
impacts.

D. Unfunded Mandates Reform Act

Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA), Public
Law 104—4, establishes requirements for
Federal agencies to assess the effects of
their regulatory actions on State, local,
and tribal governments and the private
sector. Under section 202 of the UMRA,
EPA generally must prepare a written
statement, including a cost-benefit
analysis, for proposed and final rules
with “Federal mandates” that may
result in expenditures to State, local,
and tribal governments, in the aggregate,
or to the private sector, of $100 million
or more in any one year. Before
promulgating an EPA rule for which a
written statement is needed, section 205
of the UMRA generally requires us to
identify and consider a reasonable
number of regulatory alternatives and
adopt the least costly, most cost-
effective, or least burdensome
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alternative that achieves the objectives
of the rule. The provisions of section
205 do not apply when they are
inconsistent with applicable law.
Moreover, section 205 allows EPA to
adopt an alternative other than the least
costly, most cost-effective, or least
burdensome alternative if the
Administrator publishes with the final
rule an explanation why that alternative
was not adopted. Before EPA establishes
any regulatory requirements that may
significantly or uniquely affect small
governments, including tribal
governments, we must have developed
under section 203 of the UMRA a small
government agency plan. The plan must
provide for notifying potentially
affected small governments, enabling
officials of affected small governments
to have meaningful and timely input in
the development of EPA regulatory
proposals with significant Federal
intergovernmental mandates, and
informing, educating, and advising
small governments on compliance with
the regulatory requirements.

EPA has determined that this rule
does not contain a Federal mandate that
may result in expenditures of $100
million or more for State, local, and
tribal governments, in the aggregate, or
the private sector in any one year. This
action clarifies and corrects technical
inconsistencies that have been
discovered. Thus, this rule is not subject
to the requirements of sections 202 and
205 of the UMRA.

EPA has determined that this rule
contains no regulatory requirements that
might significantly or uniquely affect
small governments. These rule
amendments clarify and correct
technical inconsistencies, thus, should
not affect small governments.

E. Executive Order 13132: Federalism

Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999), requires EPA to develop an
accountable process to ensure
“meaningful and timely input by State
and local officials in the development of
regulatory policies that have federalism
implications.” “Policies that have
federalism implications” is defined in
the Executive Order to include
regulations that have “substantial direct
effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.”

This proposed rule does not have
federalism implications. It will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and

responsibilities among the various
levels of government, as specified in
Executive Order 13132. None of the
affected facilities are owned or operated
by State or local governments. Thus,
Executive Order 13132 does not apply
to this rule.

In the spirit of Executive Order 13132,
and consistent with EPA policy to
promote communications between EPA
and State and local governments, EPA
specifically solicits comment on this
proposed rule from State and local
officials.

F. Executive Order 13175: Consultation
and Coordination With Indian Tribal
Governments

Executive Order 13175, entitled
“Consultation and Coordination with
Indian Tribal Governments” (65 FR
67249, November 9, 2000), requires EPA
to develop an accountable process to
ensure ‘“‘meaningful and timely input by
tribal officials in the development of
regulatory policies that have tribal
implications.” This proposed rule does
not have tribal implications, as specified
in Executive Order 13175. The proposed
rule amendments provide an owner or
operator with an additional option for
complying with the emission limits and
other requirements in the rule. Thus,
Executive Order 13175 does not apply
to the proposed rule amendments.

EPA specifically solicits additional
comment on this proposed rule from
tribal officials.

G. Executive Order 13045: Protection of
Children From Environmental Health
Risks and Safety Risks

EPA interprets Executive Order 13045
(62 FR 19885, April 23, 1997) as
applying to those regulatory actions that
concern health or safety risks, such that
the analysis required under section 5—
501 of the Executive Order has the
potential to influence the regulation.
This action is not subject to Executive
Order 13045 because it is based solely
on technology performance.

H. Executive Order 13211: Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use

This rule is not subject to Executive
Order 13211, “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) because it is
not a significant regulatory action under
Executive Order 12866.

I. National Technology Transfer and
Advancement Act

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

Act (NTTAA), Public Law No. 104-113,
(15 U.S.C. 272 note) directs EPA to use
voluntary consensus standards (VCS) in
its regulatory activities unless to do so
would be inconsistent with applicable
law or otherwise impractical. VCS are
technical standards (e.g. , materials
specifications, test methods, sampling
procedures, and business practices) that
are developed or adopted by VCS
bodies. NTTAA directs EPA to provide
Congress, through OMB, explanations
when the Agency decides not to use
available and applicable VCS.

This proposed rule does not involve
technical standards. Therefore, EPA is
not considering the use of any VCS.

J. Executive Order 12898: Federal
Actions To Address Environmental
Justice in Minority Populations and
Low-Income Populations

Executive Order 12898 (59 FR 7629,
February 16, 1994) establishes Federal
executive policy on environmental
justice. Its main provision directs
Federal agencies, to the greatest extent
practicable and permitted by law, to
make environmental justice part of their
mission by identifying and addressing,
as appropriate, disproportionately high
and adverse human health or
environmental effects of their programs,
policies, and activities on minority
populations and low-income
populations in the United States.

EPA has determined that this
proposed rule will not have
disproportionately high and adverse
human health or environmental effects
on minority or low-income populations
because they do not affect the level of
protection provided to human health or
the environment. The proposed rule
amendments do not relax the control
measures on sources regulated by the
rule and, therefore, will not cause
emissions increases from these sources.

List of Subjects in 40 CFR Part 63

Environmental protection,
Administrative practice and procedure,
Air pollution control, Hazardous
substances, Intergovernmental relations,
Reporting and recordkeeping
requirements.

Dated: July 31, 2008.
Stephen L. Johnson,
Administrator.

For the reasons stated in the
preamble, title 40, chapter I, part 63 of
the Code of the Federal Regulations is
proposed to be amended as follows:

PART 63—[AMENDED]

1. The authority citation for part 63
continues to read as follows:

Authority: 42 U.S.C. 7401, et seq.
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Subpart G—[Amended]

2. Section 63.133 is amended by
adding paragraph (b)(1)(iii) to read as
follows:

§63.133 Process wastewater provisions—
Wastewater tanks.

(b) * ok %

(1) I

(iii) If the fixed-roof and closed-vent
system is operated such that a negative
pressure is maintained at each opening
in the fixed roof, then paragraph
(b)(1)(ii) of this section does not apply.
Under representative conditions,
demonstrate initially and annually that
each opening is maintained at negative
pressure as specified in § 63.457(e). For
a range of operating conditions, the
owner or operator shall comply with
§63.145(a)(4)(i).

* * * * *

Subpart FFFF—[Amended]

3. Section 63.2450 is amended by
revising paragraph (o) to read as follows:

§63.2450 What are my general
requirements for complying with this
subpart?

* * * * *

(0) You may not use a flare to control
halogenated vent streams or hydrogen
halide and halogen HAP emissions to
comply with Table 3.

* * * * *

4. Section 63.2460 is amended by
revising paragraph (a) and the first
sentence in paragraph (c)(2)(v) to read as
follows:

§63.2460 What requirements must | meet
for batch process vents?

(a) You must meet each emission
limit, or combination thereof, in Table
2 to this subpart that applies to you, and
you must meet each applicable
requirement specified in paragraphs (b)
and (c) of this section.
* * * * *

(c) *

(2) *

(v) If a process condenser is used for
boiling operations in which a HAP (not
as an impurity) is heated to the boiling
point, you must demonstrate that it is
properly operated according to the
procedures specified in
§63.1257(d)(2)(1)(C)(4) and (d)(3)(iii)(B),

* %
* %

and the demonstration must occur only
during the boiling operation.* * *
* * * * *

5. Section 63.2465 is amended by
revising paragraph (b) to read as follows:

§63.2465 What requirements must | meet
for process vents that emit hydrogen halide
and halogen HAP or HAP metals?

* * * * *

(b) If any process vents within the
process contain greater than 20 parts per
million by volume (ppmv) hydrogen
halide or halogen HAP, you must
determine and sum the uncontrolled
hydrogen halide and halogen HAP
emissions from each of the process
vents within the process using
procedures specified in
§63.1257(d)(2)(i) and (ii).

6. Section 63.2470 is amended by
adding new paragraph (c)(3) to read as
follows:

§63.2470 What requirements must | meet
for storage tanks?
* * * * *

(C] R

(3) For nonregenerative carbon
adsorbers, you may choose to comply
with the monitoring requirements in
§63.1258(b)(v) in lieu of § 63.995(c).
* * * * *

7. Section 63.2485 is amended by
revising the first sentence in paragraph
(n)(1) to read as follows:

§63.2485 What requirements must | meet
for wastewater streams and liquid streams
in open systems within an MCPU?

* * * * *

(n) * % %

(1) Wastewater must be hard-piped
between the equalization unit,
neutralization unit, clarifier, and
activated sludge unit.* * *

* * * * *

8. Section 63.2520 is amended by
revising paragraph (c)(2) to read as
follows:

§63.2520 What reports must | submit and
when?
* * * * *

(C] * % %

(2) Descriptions of daily or per batch
demonstrations to verify that control
devices subject to § 63.2450(k)(6) are

operated as designed.
* * * * *

9. Section 63.2550 is amended in
paragraph (i) as follows:

a. Adding a new definition for the
term ‘“‘Bench-scale process” in
alphabetical order;

b. Revising paragraph (6) to the
definition for “Miscellaneous organic
chemical manufacturing process”.

§63.2550 What definitions apply to this
subpart?

(i) * % %

Bench-scale process means a batch
process (other than a research and
development facility) that is operated on
a small scale, such as one capable of
being located on a laboratory bench top.
This bench-scale equipment will
typically include reagent feed vessels, a
small reactor and associated product
separator, recovery and holding
equipment. These processes are only
capable of producing small quantities of
product.

* * * * *

Miscellaneous organic chemical

manufacturing process
* * * * *

(6) The end of a process that produces
a solid material is either up to and
including the dryer or extruder, or for a
polymer production process without a
dryer or extruder, it is up to and
including the die plate or solid-state
reactor, except in two cases. If the dryer,
extruder, die plate, or solid-state reactor
is followed by an operation that is
designed and operated to remove HAP
solvent or residual HAP monomer from
the solid, then the solvent removal
operation is the last step in the process.
If the dried solid is diluted or mixed
with a HAP-based solvent, then the
solvent removal operation is the last

step in the process.
* * * * *

Table 6 to Subpart FFFF of Part 63—
[Amended]

10. Table 6 to subpart FFFF of part 63
is amended by removing entry 2.

Table 7 to Subpart FFFF of Part 63—
[Amended]

11. Table 7 to subpart FFFF of part 63
is amended by revising entry 3 to read
as follows:

TABLE 7—TO SUBPART FFFF OF PART 63—REQUIREMENTS FOR WASTEWATER STREAMS AND LIQUID STREAMS IN OPEN

SYSTEMS WITHIN AN MCPU

* * *

Foreach. . .

You must. . .
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TABLE 7—T0 SUBPART FFFF OF PART 63—REQUIREMENTS FOR WASTEWATER STREAMS AND LIQUID STREAMS IN OPEN

SYSTEMS WITHIN AN MCPU—Continued

* * *

Foreach. . .

You must. . .

* *

3. Liquid streams in an open system within an MCPU .....

* * *

* *

Comply with the requirements in §63.149 and the requirements referenced therein,

except as specified in §63.2485. You may comply with the requirements in

§63.133(b)(1)(ii) for tanks.

[FR Doc. E8-18142 Filed 8-5-08; 8:45 am]
BILLING CODE 6560-50-P

NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

48 CFR Parts 1804 and 1852
RIN 2700-AD38

Personal Identity Verification of
Contractors

AGENCY: National Aeronautics and
Space Administration.
ACTION: Proposed rule.

SUMMARY: NASA proposes to revise the
NASA FAR Supplement (NFS) to
update procedures for compliance with
Federal Acquisition Regulation (FAR)
Subpart 4.13, Personal Identity
Verification of Contractor Personnel.
FAR 4.13 requires that agencies include
their implementing guidance of FIPS
201 and OMB guidance M-05-24 in
solicitations and contracts that require
the contractor to have routine physical
access to Federally-controlled facilities
and/or access to Federally-controlled
information systems. NASA further
proposes to designate The Assistant
Administrator, Office of Security and
Program Protection as the official with
overall responsibility for verifying
contractor employee personal identity.
DATES: Comments should be submitted
on or before October 6, 2008 to be
considered in formulation of the final
rule.

ADDRESSES: Interested parties may
submit comments, identified by RIN
number 2700-AD38, via the Federal
eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
Comments may also be submitted to
Leigh Pomponio, NASA Headquarters,
Office of Procurement, Contract
Management Division, Washington, DC
20546. Comments may also be
submitted by e-mail to Leigh.Pomponio-
1@nasa.gov.

FOR FURTHER INFORMATION CONTACT:
Leigh Pomponio, NASA, Office of
Procurement, Contract Management

Division (Room 5K75); (202) 358—4773;
e-mail: Leigh.Pomponio-1@nasa.gov.
SUPPLEMENTARY INFORMATION:

A. Background

Federal Acquisition Circular (FAC
2005-14) implemented a final rule
amending the FAR by addressing the
contractor personal identification
requirements in Homeland Security
Presidential Directive (HSPD-12),
“Policy for a Common Identification
Standard for Federal Employees and
Contractors,” and Federal Information
Processing Standards Publication (FIPS
PUB) Number 201, “Personal Identity
Verification (PIV) of Federal Employees
and Contractors.” Section 304(A) of the
National Aeronautics and Space Act of
1958, 42 U.S.C., Section 2455, provides
that the NASA Administrator shall
establish such security requirements,
restrictions, and safeguards as he deems
necessary, and he may arrange for such
personnel investigations of contractor
and subcontractor employees as he
deems appropriate. NASA’s
implementing guidance, to be used in
conjunction with FAR clause 52.204-9,
Personal Identity Verification of
Contractor Personnel, is set forth in
NASA Interim Directive (NID) Personal
Identity Verification (PIV) Policy and
Procedures, dated May 24, 2007, to
NASA Policy Regulation (NPR)-1600.1,
NASA Security Program Procedural
Requirements w/Change 1. The purpose
of this proposed rule is to establish a
new NFS Subpart 1804.13 to address
NASA PIV requirements.

This is not a significant regulatory
action and, therefore, is not subject to
review under Section 6(b) of Executive
Order 12866, Regulatory Planning and
Review, dated September 30, 1993. This
proposed rule is not a major rule under
5 U.S.C. 804.

B. Regulatory Flexibility Act

NASA certifies that this proposed rule
will not have a significant economic
impact on a substantial number of small
entities within the meaning of the
Regulatory Flexibility Act, 5 U.S.C. 601
et seq., because it merely implements
the FAR Common Identification
Standard for Contractors and does not

impose an economic impact beyond that
addressed in the FAC 2005-14
publication of the FAR final rule.

C. Paperwork Reduction Act

The Paperwork Reduction Act (Pub.
L. 104-13) is not applicable because the
NFS changes do not impose information
collection requirements that require the
approval of the Office of Management
and Budget under 44 U.S.C. 3501, et
seq.

List of Subjects in 48 CFR Parts 1804
and 1852

Government procurement.

William P. McNally,
Assistant Administrator for Procurement.
Accordingly, 48 CFR parts 1804 and
1852 are proposed to be amended as
follows:
1. The authority citation for 48 CFR
parts 1804 and 1852 continues to read
as follows:

Authority: 42 U.S.C. 2455(a), 2473(c)(1).

PART 1804—ADMINISTRATIVE
MATTERS

2. Subpart 1804.13 is added to read as
follows:

Subpart 1804.13—Personal Identity
Verification of Contractor Personnel

Sec.
1804.1303 Contract clause.
1804.1303—70 NASA contract clause.

The contracting officer shall insert the
clause at 1852.204-77, NASA
Procedures for Personal Identity
Verification of Contractor Personnel, in
solicitations and contracts when the
Center Chief of Security has determined
that a contractor will require routine
access to Federally-controlled facilities
or access to Federally-controlled
information systems. The Center Chief
shall make such a determination, on a
case-by-case basis, as part of acquisition
planning. Section 1807.104(a) requires
the contracting officer to coordinate new
requirements with the security office
and cites NASA NPR 1600.1, NASA
Security Program Procedural
Requirements, as the procedural
document for identifying and processing
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contractor employees requiring personal
identity verification. Clause 1852.204—
77 will be used in conjunction with the
clause at FAR 52.204-9 Personal
Identity Verification of Contractor
Personnel.

PART 1852—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

3. Section 1852.204-77 is added to
read as follows:

1852.204-77 NASA Procedures for
Personal Identity Verification of
Contractor Personnel.

As prescribed in 1804.1303-70, insert
the following clause:

NASA PROCEDURES FOR
PERSONAL IDENTITY VERIFICATION
OF CONTRACTOR PERSONNEL (XX/
XX)

(a) Performance of this contract requires
physical access to Federally-controlled
facilities and/or access to Federally-
controlled information systems, as
determined by NASA. In accordance with
FAR 52.204-9, Personal Identity Verification
of Contractor Personnel, the Contractor shall
comply with NASA Policy Regulation
1600.1, NASA Security Program Procedural
Requirements, including all associated
changes and interim directives (referred to
hereafter as ‘“the NPR”). Electronic copies are
available at http://nodis.hq.nasa.gov or from
the Contracting Officer. NPR 1600.1
implements Homeland Security Presidential
Directive 12 (HSPD-12), Office of
Management and Budget (OMB) guidance M—
05—24, as amended, and Federal Information
Processing Standards Publication (FIPS PUB)
Number 201, as amended.

(b) The Contractor must apply for NASA
badges for all employees and subcontractor
employees at any tier requiring physical
access to NASA facilities and/or access to
Federally-controlled information systems,
following the procedures set forth in the
NPR. The Contractor is responsible for
collecting and submitting all requests for
subcontractor badges, regardless of
subcontract tier. If approved by the Center
Chief of Security, badges will be issued for
no longer than the contract period of
performance inclusive of options, but not to
exceed 5 years. Badge renewal will be
required for additional periods. All personnel
issued badges must conspicuously display
the badge above the waistline on the
outermost garment, and must comply with all
requirements applicable to badges in effect at
the Center.

(c) NASA will make suitability/access
determinations and the Center Chief of
Security or the PIV Authorizer, in accordance
with NPR 1600.1, Section 6.2, will approve
the issuance of badges based upon a
background investigation. Criteria for access
will be per 5 CFR part 731. At a minimum,

a National Agency Check with Written
Inquiries (NACI) will be required. The NPR
also specifies higher level reinvestigation
requirements which may be applicable, for

example due to position risk level changes or
time since last investigation.

(d) Other employees who may require
access on a non-routine or infrequent basis
are to be identified by the Contractor for
approval and registered on an access list
under the control of the Center security
office, as set forth in Center procedures.

(e) Prior to the initiation of contract
performance, the Contractor must designate a
person responsible for determining that an
employee (or an employee of a subcontractor
at any tier) requires physical access to NASA-
controlled facilities and/or access to
federally-controlled information systems in
order to perform work under the contract.
This designated person acts as the
Contractor’s “Requestor.” The Contractor’s
Requestor will also be responsible for
providing updated information as changes
occur during the period of contract
performance (e.g., additions, deletions, and
position risk changes), and for managing all
subcontractor requests. The Contractor’s
Requestor shall provide a list of names, along
with their position titles and position
description summaries to the following
Center point of contact to initiate the
personal identity verification credential
process. This information shall be submitted
in sufficient time to allow badge issuance
before the employee requires access to the
NASA-controlled facility or access to the
federally-controlled information system.
Additional information will be required
subsequent to the initial list, as directed by
the Center Chief of Security.

(Insert Center point of contact)

(f) The Contractor shall include the terms
of this clause (except for paragraph (e)),
suitably modified to identify the parties, in
all subcontracts when the subcontractor is
required to have routine physical access to
Federally-controlled facilities and/or access
to federally-controlled information systems.
The clause shall not be used when
contractors require only intermittent access
to federally-controlled facilities.

(End of clause)
[FR Doc. E8-17951 Filed 8-5—08; 8:45 am]
BILLING CODE 7510-01-P

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17

[FWS—-R1-ES-2007-0024; 92220-1113—
0000-C6]

RIN 1018-AU96

Endangered and Threatened Wildlife
and Plants; Withdrawal of Proposed
Reclassification of the Hawaiian Hawk
or lo (Buteo solitarius) From
Endangered to Threatened; Proposed
Rule To Remove the Hawaiian Hawk
From the Federal List of Endangered
and Threatened Wildlife

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Withdrawal of proposed rule;
proposed rule.

SUMMARY: Under the authority of the
Endangered Species Act of 1973, as
amended (Act), we, the U.S. Fish and
Wildlife Service (Service), withdraw our
1993 proposed reclassification of the
Hawaiian hawk or io (Buteo solitarius)
from endangered to threatened, and
propose to remove the Hawaiian hawk
from the Federal List of Endangered and
Threatened Wildlife (List). These
actions are based on a thorough review
of the best available scientific data,
which indicates that range-wide
population estimates have been stable
for at least 20 years, and the species has
recovered and is not likely to become an
endangered species in the foreseeable
future throughout all or a significant
portion of its range. The proposed rule,
if made final, would remove the
Hawaiian hawk from the List, thereby
removing all protections provided by
the Act.

DATES: Comments on the proposed
delisting rule must be received by
October 6, 2008. Public hearing requests
must be received by September 22,
2008.

ADDRESSES: You may submit comments
by one of the following methods:

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

e U.S. mail or hand-delivery: Public
Comments Processing, Attn: RIN 1018—
AU96; Division of Policy and Directives
Management; U.S. Fish and Wildlife
Service; 4401 N. Fairfax Drive, Suite
222; Arlington, VA 22203.

We will not accept e-mail or faxes. We
will post all comments on http://
www.regulations.gov. This generally
means that we will post any personal
information you provide us (see the
Public Comments section below for
more information).

FOR FURTHER INFORMATION CONTACT:
Patrick Leonard, Field Supervisor,
Pacific Islands Fish and Wildlife Office,
P.O. Box 50088, Honolulu, HI 96850;
(telephone 808/792-9400). Persons who
use a telecommunications device for the
deaf (TDD) may call the Federal
Information Relay Service (FIRS) at 800/
877-8339, 24 hours a day, 7 days a
week.

SUPPLEMENTARY INFORMATION:

Public Comments Solicited

Our intent is to use the best available
commercial and scientific data as the
foundation for all endangered and
threatened species classification
decisions. Comments or suggestions
from the public, other concerned
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governmental agencies, the scientific
community, industry, or any other
interested party concerning this
proposed rule to delist the Hawaiian
hawk are hereby solicited. Comments
particularly are sought concerning:

(1) Data on any threats (or lack
thereof) to the Hawaiian hawk;

(2) Additional information concerning
the range, distribution, and population
size of the Hawaiian hawk, including
the locations of any additional
populations;

(3) Current or planned activities in the
areas occupied by the Hawaiian hawk
and possible impacts of these activities
on this species; and

(4) Data on Hawaiian hawk
population trends.

You may submit your comments and
materials concerning this proposed rule
by one of the methods listed in the
ADDRESSES section. We will not accept
comments sent by e-mail or fax or to an
address not listed in the ADDRESSES
section.

We will post your entire comment—
including your personal identifying
information—on http://
www.regulations.gov. If you provide
personal identifying information in
addition to the required items specified
in the previous paragraph, such as your
street address, phone number, or e-mail
address, you may request at the top of
your document that we withhold this
information from public review.
However, we cannot guarantee that we
will be able to do so.

Comments and materials we receive,
as well as supporting documentation we
used in preparing this proposed rule,
will be available for public inspection
on http://www.regulations.gov, or by
appointment, during normal business
hours at the U.S. Fish and Wildlife
Service Pacific Islands Fish and Wildlife
Office, 300 Ala Moana Boulevard, Room
3-122, Honolulu, HI 96813 (808/792—
9400).

Background

The Hawaiian hawk or io (Buteo
solitarius) is a small, broad-winged
hawk endemic to the Hawaiian Islands,
and is the only extant member of the
family Accipitridae native to the
Hawaiian Islands (Berger 1981, p. 83;
Olson and James 1982, p. 35). The
Hawaiian hawk’s breeding distribution
is restricted to the island of Hawaii, but
there have been at least eight
observations of vagrant individuals on
the islands of Kauai, Oahu, and Maui
since 1778 (Banko 1980, pp. 1-9), and
fossil remains have been found on the
islands of Molokai (Olson and James
1982, p. 35) and Kauai (Olson and James
1996, pp. 65—69; Burney et al. 2001, pp.

628-629). The Hawaiian hawk occurs in
light and dark color morphs, with
intermediate plumages and much
individual variation (Griffin 1985, p.
46). The light morph is dark brown
above and white below, with brown
flecks on the upper breast. The dark
morph is dark brown above and below.
The legs, feet, and cere (fleshy area
between the eye and bill) are yellow in
adults and bluish-green in juveniles
(Griffin 1985, pp. 58—63).

The Hawaiian hawk occurs over much
of the island of Hawaii, from
approximately 1,000 to 8,530 feet (ft)
(300 to 2,600 meters (m)) above sea-
level, and occupies a variety of habitat
types, including native forest, secondary
forest consisting primarily of non-native
plant species, agricultural areas, and
pastures (Banko 1980, pp. 2-9, 15-16;
Scott et al. 1986, pp. 78-79; Hall et al.
1997, p. 14; Griffin et al. 1998, p. 661;
Klavitter 2000, pp. 2, 38, 42—45;
Klavitter et al. 2003, pp. 169-170, 172,
173). It is adaptable and versatile in its
feeding habits and preys on a variety of
rodents, birds, and large insects (Munro
1944, p. 48; Griffin 1985, pp. 142-145,
Appendix 5; Griffin et al. 1998, p. 659).
Hawaiian hawks are monogamous and
defend their territories year-round
(Griffin 1985, pp. 119-121; Griffin et al.
1998, p. 660; Clarkson and Laniawe
2000, pp. 6-7; Klavitter 2006), although
more aggressively during the breeding
season (Klavitter 2006). Egg-laying
generally occurs from March to June,
hatching from May to July, and fledging
from July to September (Griffin 1985, p.
110; Griffin et al. 1998, p. 656). Clutch
size is usually one egg (Griffin 1985, p.
76; Griffin et al. 1998, p. 657; Klavitter
et al. 2003, p. 170), but there are records
of two or three young per nest (Griffin
1985, pp. 75, 80, Appendix 1).

The Hawaiian hawk was listed as
endangered on March 11, 1967 (32 FR
4001). At that time, the best available
data indicated that the number of
Hawaiian hawks was in the low
hundreds (Berger 1981, p. 83) and that
extensive destruction of native forests
had reduced the quality of available
habitat (USFWS 1984, pp. 10-11).

The first detailed study of the ecology
and life history of the Hawaiian hawk
was conducted from 1980 to 1982, the
results of which were described in a
PhD dissertation (Griffin 1985) and in a
1998 manuscript published in The
Condor, an international peer-reviewed
scientific journal (Griffin et al. 1998).
During this study, researchers found no
significant difference in nest success
between habitats dominated by native
versus non-native vegetation, with 10 of
13 nests successful in native habitats (77
percent) versus 11 of 17 (65 percent) in

non-native habitats (Griffin 1985, pp.
102—103; Griffin et al. 1998, p. 658).
They also found no evidence that the
Hawaiian hawk’s population was
adversely affected by avian diseases,
such as avian malaria or avian pox, nor
was there evidence that it was affected
by introduced mammalian predators,
such as cats (Felis catus), rats (Rattus
spp.), or mongoose (Herpestes
auropunctatus), or environmental
contaminants such as DDT (Griffin
1985, pp. 104-107, 194; Griffin et al.
1998, pp. 658, 661).

A preliminary population estimate of
1,400 to 2,500 birds was noted in
Griffin’s (1985, p. 25) dissertation, based
on home range size from radio telemetry
data and distribution data from island-
wide bird surveys. The dissertation
cited “Griffin et al. in prep” for this
estimate, but no details were provided
on how it was derived, and Griffin et al.
(in prep.) was never published. Scott et
al. (1986, p. 79) later stated that use of
the island-wide forest bird surveys to
estimate the population size of
Hawaiian hawks was not appropriate
because “‘the Hawaiian hawk, like many
other raptors, failed to meet many of the
assumptions that underlie our density
estimates.”

A final recovery plan for the Hawaiian
hawk was produced in 1984, which
established a primary recovery objective
to “ensure a self-sustaining ‘io
population in the range of 1,500 to 2,500
adult birds in the wild, as distributed in
1983, and maintained in stable, secure
habitat” (USFWS 1984, p. 25). The plan
also stated that ““for the purposes of
tracking the progress of recovery, 2,000
will be used as a target to reclassify to
threatened status,” and that ‘“criteria for
complete delisting will be further
developed” (USFWS 1984, p. 25). No
explanation for the recovery goal of
1,500 to 2,500 birds was provided, but
these numbers were presumably based
on Griffin’s (1985, p. 25) preliminary
population estimate of 1,400 to 2,500
birds. The recovery plan also stated that
“considering the current size and
distribution of the ‘io population, the
species’ high breeding success, the
relatively low levels of predation and
human disturbance, and the absence of
environmental contaminants affecting
the ‘io, the population appears to be in
a more secure condition than previously
thought. This information, based on
completed research, indicates that
reclassification to threatened status may
be warranted. Continued monitoring
and the other items of this plan need to
be pursued before complete delisting
should be considered” (USFWS 1984, p.
38). Thus, the species was considered
for downlisting at the time the recovery
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plan was produced, but no criteria for
delisting were developed at that time.

Recovery plans are not regulatory
documents and are instead intended to
provide guidance to the Service, States,
and other partners on methods of
minimizing threats to listed species and
on criteria that may be used to
determine when recovery is achieved.
There are many paths to accomplishing
recovery of a species and recovery may
be achieved without all criteria being
fully met. For example, one or more
criteria may have been exceeded while
other criteria may not have been
accomplished. In that instance, the
Service may judge that the threats have
been minimized sufficiently, and the
species is robust enough to reclassify
from endangered to threatened, or to
delist. In other cases, recovery
opportunities may have been recognized
that were not known at the time the
recovery plan was finalized. These
opportunities may be used instead of
methods identified in the recovery plan.
Likewise, information on the species
may be learned that was not known at
the time the recovery plan was
finalized. The new information may
change the extent that criteria need to be
met for recognizing recovery of the
species. Recovery of a species is a
dynamic process requiring adaptive
management that may, or may not, fully
follow the guidance provided in a
recovery plan.

The Service published a proposed
rule to reclassify the Hawaiian hawk
from endangered to threatened on
August 5, 1993 (58 FR 41684), based on
Griffin’s (1985, p. 25) preliminary
population estimate of 1,400 to 2,500
adult birds and because it was
discovered that the species occupied,
and nested in, non-native forests and
exploited non-native prey species as a
food resource. However, the proposal
was not finalized; during the public
comment period, several commenters
expressed concerns that the population
data used in the proposal were not
current and there was not enough
known about the hawk’s breeding
success to warrant downlisting. Based
on these comments, we funded an
island-wide survey to provide a
contemporary range-wide assessment of
the distribution and population status of
the hawk. The surveys were conducted
from December 1993 to February 1994.
The researchers found the Hawaiian
hawk widely distributed in both native
and non-native habitats and provided a
population estimate of 1,600 birds,
made up of 1,120 adults, or 560 pairs
(Morrison et al. 1994, p. 23; Hall et al.
1997, pp. 13—14). The researchers also
questioned the recovery objective

published in the Hawaiian Hawk
Recovery Plan (USFWS 1984, p. 25),
stating: “‘the Recovery Plan set a target
that was unlikely to ever be met, given
that Griffin’s estimate assumed total
saturation of hawks on forested land on
the island. Reevaluation of the Recovery
target is thus indicated, and should be
based on more reasonable estimates of
the distribution and abundance of ’io on
the island” (Morrison et al. 1994, p. 21).

In 1997, the Service formed the Io
Recovery Working Group (IRWG), the
mission of which was to provide
oversight and advice on aspects of the
recovery of the Hawaiian hawk.
Specifically, the IRWG was asked to: (1)
Evaluate existing recovery goals for the
Hawaiian hawk in light of current
knowledge, and formulate new goals if
warranted; (2) recommend strategies for
minimizing negative interactions
between the Hawaiian hawk and the
endangered Hawaiian crow or alala
(Corvus hawaiiensis); (3) identify
research and management priorities;
and, (4) write and revise a report
summarizing their findings and
recommendations. Following its first
meeting in December 1997, the IRWG
forwarded a report to the Service, in
which it recommended that, rather than
focusing primarily on population
numbers to assess the Hawaiian hawk’s
overall status, field studies should look
at population numbers in combination
with trends to be consistent with the
guidelines published by the
International Union for Conservation of
Nature (IUCN) Species Survival
Commission for identification of species
at three levels of risk: critically
endangered, endangered, and vulnerable
(IUCN 1996, p. 21, Annex 8-10; IRWG
1998, p. 4).

In keeping with the IRWG’s
recommendations, we funded a detailed
ecological and demographic study of the
Hawaiian hawk from 1998 to 1999 to
obtain more comprehensive information
about population size, amount of
suitable habitat, survival of adult and
juvenile birds in native and non-native-
dominated habitats, fecundity (average
number of female offspring produced
per individual breeding-aged female per
year) in different habitats, and the rate
of population change in different
habitats (Klavitter 2000; Klavitter et al.
2003). During this study, researchers
found that Hawaiian hawks were
broadly distributed throughout the
island of Hawaii, and that 58.7 percent
of the island (2,372 square miles (sq mi)
(6,143 square kilometers (sq km))
contained habitat for the hawk. State
and Federal forests, parks, and refuges,
totaled 754 sq mi (1,954 sq km),
supported 469 hawks, and made up 32

percent of its habitat (Klavitter et al.
2003, p. 170).

The total Hawaiian hawk population
was estimated to be 1,457 (£176.3
birds), with an average density of 0.24
(£ 0.08) birds per square kilometer
(Klavitter 2000, pp. 38, 96; Klavitter et
al. 2003, p. 170). Population density
varied among habitats, from 0.01 to 0.57
birds per square kilometer. The highest
densities were within native forest with
grass, fallow sugarcane fields, and
orchards; the lowest were within native
mamane-naio (Sophora chrysophylla-
Myoporum sandwicense) forest, urban,
and lava areas (Klavitter 2000, p. 38;
Klavitter et al. 2003, p. 169). In all
successful nests monitored, only one
young fledged per nest. Annual survival
of juveniles and adults was high (0.50
(£0.10) and 0.94 (£ 0.04), respectively),
and fecundity was 0.23 (£ 0.04) female
young/breeding female in all habitats
combined. Nest success in native habitat
tended to be slightly higher than in
exotic habitats, but juvenile survival
was higher in exotic habitats than in
native forest (Klavitter et al. 2003, p.
170). There was no significant
difference in fecundity or population
growth rate between native and mixed,
native and exotic, or mixed and exotic
habitats (Klavitter 2000, pp. 39, 56;
Klavitter et al. 2003, pp. 170-171). The
overall rate of population growth based
on data from all habitat areas was 1.03
(£ 0.04), which is not significantly
different than 1.0, indicating that there
was no detectable change in population
size across habitat types from 1998 to
1999 (Klavitter 2000, pp. 40, 56;
Klavitter et al. 2003, pp. 170-171).

Most recently, we tunded an island-
wide survey that was completed in the
summer of 2007. The researchers used
updated vegetation maps and methods
to calculate population and density
estimates for the 1998-1999 survey data
and the 2007 survey data. Using
consistent maps and methods they were
then able to compare population size
and density over time to see if there had
been significant changes. They found
that, according to Klavitter’s data, the
Hawaiian hawk population numbered
3,239 (95% CI = 2,610 to 3,868) in 1998,
more than double Klavitter’s original
estimate of 1,457 (+ 176.3 birds)
(Klavitter 2000, pp. 38, 96; Klavitter et
al. 2003, p. 170). In 2007, they estimated
the population to number 3,085 hawks
(95% CI = 2,496 to 3,680). There was no
significant difference in densities found
in 1998 and 2007 and no evidence that
the hawk’s spatial distribution had
changed (Gorresen et al. 2008, p. 6).

The primary objective stated in the
1984 recovery plan was to “ensure a
self-sustaining ‘io population in the
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range of 1,500 to 2,500 adult birds in the
wild, as distributed in 1983, and
maintained in stable, secure habitat.”
Although the plan did not include
specific delisting criteria, the
population and distribution targets have
been met (see Factor A below, for a
discussion of habitat).

Because of the short duration of their
study (2 years), the relatively low
population size (compared to mainland
species), the possibility of
environmental fluctuations (e.g.,
volcanic eruptions), and uncertainties
regarding future anthropogenic changes
to the island, Klavitter et al. (2003, p.
173) recommended either downlisting
the hawk to threatened status or
consideration of a “‘near threatened”
status rather than delisting.

Upon review of the Klavitter (2000)
study results, the IRWG recommended
that the Hawaiian hawk be delisted due
to: (1) The lack of evidence of current
declines in population numbers,
survival rates, or productivity and, (2)
the lack of evidence of current
substantial loss or degradation of
preferred nesting or foraging habitats
(IRWG 2001, p. 3). The IRWG also
recommended that regular monitoring
take place to assess factors that may
produce future population declines
(IRWG 2001, pp. 3—4).

In light of tEese differing viewpoints,
we consider existing or perceived
threats to the Hawaiian hawk in more
detail below (see Summary of Factors
Affecting the Species).

Previous Federal Actions

The Hawaiian hawk was added to the
U.S. Department of the Interior’s list of
endangered species on March 11, 1967
(32 FR 4001) in accordance with section
1(c) of the Endangered Species
Preservation Act of October 15, 1966 (80
Stat. 926; 16 U.S.C. 668aa(c)), and its
status as an endangered species was
retained under the Endangered Species
Act of 1973, as amended (16 U.S.C. 1531
et seq.). A recovery plan for the
Hawaiian hawk was published on May
9, 1984 (USFWS 1984).

On August 5, 1993, we published a
proposed rule to reclassify the Hawaiian
hawk from endangered to threatened (58
FR 41684). In response to concerns
regarding the proposed downlisting, as
expressed in public comments, the
proposed downlisting was not finalized.
Instead, a population status assessment
and further ecological studies were
conducted to ascertain the population
size and trends of the Hawaiian hawk.

On February 3, 1997, we received a
petition from the National Wilderness
Institute to delist the Hawaiian hawk.
We responded to that petition in a letter

dated June 19, 1998, indicating that we
could not immediately work on the
petition due to higher priority listing
and delisting actions. This proposed
rule constitutes our 90-day finding and
12-month finding on the February 3,
1997, petition.

Summary of Factors Affecting the
Species

Section 4 of the Act and its
implementing regulations (50 CFR part
424) set forth the procedures for listing
species, reclassifying species, or
removing species from listed status.
“Species” is defined by the Act as
including any species or subspecies of
fish or wildlife or plants, and any
distinct vertebrate population segment
of fish or wildlife that interbreeds when
mature (16 U.S.C. 1532(16)). Once the
“species” is determined we then
evaluate whether that species may be
endangered or threatened because of
one or more of the five factors described
in section 4(a)(1) of the Act. We must
consider these same five factors in
delisting a species. We may delist a
species according to 50 CFR 424.11(d) if
the best available scientific and
commercial data indicate that the
species is neither endangered nor
threatened for the following reasons: (1)
The species is extinct; (2) the species
has recovered and is no longer
endangered or threatened; and/or (3) the
original scientific data used at the time
the species was classified were in error.

A recovered species is one that no
longer meets the Act’s definition of
threatened or endangered. Determining
whether a species is recovered requires
consideration of the same five categories
of threats specified in section 4(a)(1) of
the Act. For species that are already
listed as threatened or endangered, this
analysis of threats is an evaluation of
both the threats currently facing the
species and the threats that are
reasonably likely to affect the species in
the foreseeable future following the
delisting or downlisting and the
removal or reduction of the Act’s
protections.

A species is “endangered” for
purposes of the Act if it is in danger of
extinction throughout all or a significant
portion of its range, and is ‘““threatened”
if it is likely to become endangered
within the foreseeable future throughout
all or a significant portion of its range.
The word ‘“range” is used here to refer
to the range in which the species
currently exists, and the word
“significant” refers to the value of that
portion of the range being considered to
the conservation of the species. The
“foreseeable future” is the period of
time over which events or effects

reasonably can or should be anticipated,
or trends reasonably extrapolated.

In this proposed rule, we consider the
foreseeable future for the Hawaiian
hawk to be the next 20 years. Hawaiian
hawks take about 3 years to obtain adult
plumage (Clarkson and Laniawe 2000,
p. 13); however, there are few data
available on the age at which Hawaiian
hawks first breed. Although one
researcher documented a 3-year-old
female pairing with a male of unknown
age and building a nest, no eggs were
laid. Another researcher documented
the formation of a pair bond between a
3-year-old male and a female with
immature plumage. In this case, no
nesting attempts were documented
(Clarkson and Laniawe 2000, p. 10).
Based on this information, we believe
that the Hawaiian hawk likely first
breeds at age 3 or 4. We used 5
Hawaiian hawk generations, about 20
years, as a reasonable biological
timeframe to determine if threats could
depress the population size and
therefore would be significant. Also, the
best available data indicate that the
population size and distribution of the
Hawaiian hawk has remained relatively
unchanged for the past 20 years. Based
on these data, our knowledge of
Hawaiian hawk biology, and our
understanding of the threats of the
greatest potential consequence to the
Hawaiian hawk (habitat modification
and the possible introduction of novel
avian diseases, such as West Nile virus),
we conclude that 20 years is a
reasonable timeframe over which we
can extrapolate the likely extent of the
threats and their impacts on the species.
We note that we have no information
suggesting these threats will increase in
intensity more than 20 years in the
future.

Following this threats analysis we
evaluate whether the Hawaiian hawk is
threatened or endangered in any
significant portion(s) of its range.

A. The Present or Threatened
Destruction, Modification, or
Curtailment of Its Habitat or Range

The Hawaiian hawk reproduces and
forages in native and non-native habitats
on the island of Hawaii (Griffin 1985,
pp. 102-103; Morrison et al. 1994, p. 23;
Hall et al. 1997, pp. 13—-14; Griffin et al.
1998, p. 658; Klavitter 2000, pp. 38—39,
56; Klavitter et al. 2003, pp. 169-171)
and appears to be adaptable in its ability
to exploit non-native species as prey
(Munro 1944, p. 48; Griffin 1985, pp.
142-145; Griffin et al. 1998, p. 659).

The 1993 proposed rule to reclassify
the Hawaiian hawk (58 FR 41684), the
2001 IRWG report (IRWG 2001, p. 3),
Klavitter et al. (2003, p. 173), and
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Gorresen et al. (2008, pp. 9-11) all
identified loss of preferred nesting and
foraging habitats as a potential threat to
the Hawaiian hawk. Although their
specific concerns were variously stated,
they all fit into one of the following
categories: (1) Urbanization/lack of
secure habitat; (2) conversion of
sugarcane fields to unsuitable habitat;
(3) increase in fire frequency; (4)
invasion of plant species in the
understory that degrade foraging habitat
by concealing prey; and (5)
environmental fluctuations. Below, we
address the first four of these specific
threats to Hawaiian hawk habitat. We
discuss environmental fluctuations
under Factor E.

Urbanization/Lack of Secure Habitat

The Hawaiian hawk is broadly
distributed on the island of Hawaii, and
58.7 percent of the island (2,372 sq mi
(6,144 sq km)) contains habitat for the
hawk. Of this habitat, 55 percent is
zoned for agriculture and 44.7 percent is
zoned for conservation. Approximately
754 sq mi (1,953 sq km), or 32 percent,
of the hawk’s habitat is located on
protected lands in the form of State and
Federal forests, parks, and refuges and
less than 1 percent is rural or urban-
zoned land that has the potential to be
impacted by or subjected to future
development (Klavitter 2000, p. 38;
Klavitter et al. 2003, p. 170; State of
Hawaii 2007).

The amount of urban land or land
subject to potential future urbanization
is generally localized in areas
surrounding existing cities (County of
Hawaii 2005, pp. 14-2, 14-9, Land Use
Pattern Allocation Guide Map (LUPAG)
1-25), and represents less than 1
percent of Hawaiian hawk habitat on the
island. Changes in zoning from one
category to another (e.g. agricultural to
urban) are made through petitions to the
State Land Use Commission. There are
currently no pending petitions that
would change current agriculture,
conservation, or rural zones to urban on
the island of Hawaii (State of Hawaii
Land Use Commission 2007). Similarly,
there are no amendments currently
proposed to the County of Hawaii
General Plan (2005) that would reflect
projected future urban growth beyond
that which was projected in the 2005
plan. The latest amendments were in
2006 and did not project changes in
urban growth on the island of Hawaii
(County of Hawaii 2006). Because the
hawk is broadly distributed on the
island and can use a variety of habitats,
the potential future conversion of a
relatively small amount of its habitat
(less than 1 percent) surrounding

existing urban uses is not a threat to the
viability of the species.

Since the time of listing, protection of
native forests on the Island of Hawaii
has also resulted in increased protection
for the Hawaiian hawk. One example of
a significant recovery action that was
completed with regard to conservation
of habitat for multiple native species,
including the Hawaiian hawk, was the
establishment of the 32,733 acre
Hakalau Forest National Wildlife Refuge
in 1985. The Refuge was established
with the primary purpose of promoting
the recovery of endangered forest birds
and their habitat. There have also been
several other projects undertaken at
Hawaii Volcanoes National Park and on
private lands on the Island of Hawaii
aimed at native forest conservation that
have likely benefited the hawk. While
the exact benefit of these actions
specifically for hawk populations can
not be reasonably calculated because the
actions benefit multiple species, these
actions highlight just a few examples of
efforts that have been undertaken that
have likely had a significant
contribution to conservation of the
Hawaiian hawk.

Conversion of Sugarcane Fields to
Unsuitable Habitat

Sugarcane was historically an
important crop on the island of Hawaii,
and Hawaiian hawks had adapted to use
these croplands for foraging where nest
trees and perching structures were
available. With the demise of the
sugarcane industry on the island in the
1990s, sugarcane plantations were
converted to a diversity of agricultural
uses (County of Hawaii 2005, pp. 1-8,
1-11), some of which (e.g., large,
patchily distributed monocultures of
eucalyptus or macadamia nut trees with
little edge) are not compatible with
Hawaiian hawk nesting or foraging
(Klavitter et al. 2003, p. 172). We
anticipate that in these localized,
patchily distributed areas where
eucalyptus plantations are established,
Hawaiian hawks will not be able to
effectively forage or nest. It remains
unclear if hawks will use these areas
immediately following a harvest or at
the time of initial planting. However,
given the short-rotation times planned
for these plantations (5—8 years) and the
rapid growth-rate of eucalyptus on
Hawaii (Whitesell et al. 1992, pp. ii, 2)
these areas might only briefly be
suitable for hawk foraging.

Conversion of agricultural lands to
eucalyptus forests is an ongoing threat
to the Hawaiian hawk, but the scope of
this threat is limited primarily to the
Hamakua coastline—the best potential
forest lands in the County (County of

Hawaii 2005, p. 14—20)—and these
monocultures are patchily distributed,
with mixed agricultural and residential
uses in the surrounding areas.
Approximately 24,000 acres (9,712
hectares (ha)) (6.5 percent of the
Hamakua District, or less than 2 percent
of Hawaiian hawk habitat) of former
sugarcane fields were being cultivated
for eucalyptus production and
“thousands of additional acres” were
being planned as of 2005, but the exact
timing of these future plantings is not
currently available (County of Hawaii
2005, pp. 2—4, 2—20). Therefore, it
appears possible that at least ‘thousands
of additional acres’ will be converted in
the future. However, even if all 80,000
acres (32,375 ha) of the best potential
lands for cultivating forests on the
island were converted to eucalyptus
trees (County of Hawaii 2005, p. 14—20)
in the future, that would represent only
22 percent of the Hamakua District and
less than 5 percent of Hawaiian hawk
habitat. For comparison, the Hamakua
District contains 235,212 acres (95,187
ha) (59 percent) of lands designated for
conservation thus far and into the
foreseeable future (County of Hawaii
2005, p. 14-11).

At a regional scale we do not
anticipate significant changes in hawk
densities in response to this threat
because many of the plantations are
patchily distributed among areas with
suitable habitat for foraging, perching,
and nesting (e.g., small agricultural
operations, fallow sugarcane fields,
riparian areas, and native and non-
native forest). Furthermore, the total
amount of habitat converted (24,000
acres (9,712 ha)) represents less than 2
percent of all available habitat (Klavitter
et al. 2003, p. 167). Therefore, while
conversion of sugarcane fields has
reduced the total amount of suitable
habitat along the Hamakua coast, we
believe that the scope and extent of this
conversion is not likely to significantly
impact the distribution or density of the
Hawaiian hawk in such a way that
would affect its viability.

Another potential threat is the
conversion of current agricultural lands
to crops for biodiesel fuel production
(Gorresen et al. 2008, p. 10). A report
prepared in 2006 for the State of Hawaii
Department of Agriculture identifies up
to 185,000 ac (74,000 ha) of agricultural
lands on the island of Hawaii that
would be suitable for such crop
production (Poteet 2006, pp. 27-28),
which represents up to 13 percent of the
Hawaiian hawk’s breeding range
(Gorresen et al. 2008, p. 10). Because the
proposed crops vary in terms of their
feasibility and potential impacts to the
Hawaiian hawk—some are likely to
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continue to provide suitable foraging
areas while others may not—it is not
possible to provide an accurate estimate
of the amount of habitat likely to be
converted. However, all of the areas
identified as potential sites for biofuel
production are either fallow sugarcane
fields or are currently being used for
crop production, grazing, or forestry
production (e.g., eucalyptus) (Poteet
2006, pp. 27-28). Thus, the extent of
conversion from suitable hawk habitat
to unsuitable hawk habitat is likely to be
limited and well below 13 percent of the
hawk’s range.

Invasive Plant Species and Increase in
Fire Frequency

Historically, fires on the island of
Hawaii were likely infrequent
occurrences (Smith and Tunison 1992,
pp. 395-397). In some areas, primarily
mesic and dry habitats, the fire regime
has changed dramatically with an
accumulation of fine fuels, primarily
alien grasses, which spread in the 1960s
and 1970s (Smith and Tunison 1992,
pp- 397-398). Increased fire frequency
facilitates the spread of alien grass,
which increases fine fuel loads, further
increasing the likelihood of more
frequent and larger fires (Smith and
Tunison 1992, pp. 398-399). This
positive feedback loop can inhibit the
establishment of tree species if fires are
too frequent (Smith and Tunison 1992,
p. 399).

Because Hawaiian hawks rely on
forests for nesting and perching, loss of
these structural components could
result in the loss of habitat.
Approximately 26 percent (370,658 ac
(150,000 ha)) of the Hawaiian hawk’s
breeding range is within mesic to dry
forest habitat areas that are particularly
susceptible to fire (Gorresen et al. 2008,
p. 11). Smith and Tunison (1992, p. 398)
reported that the average size of the 58
fires that burned in Volcanoes National
Park from 1968 to 1991 was 507 acres
(205 ha). This is roughly the size of the
average home range of the Hawaiian
hawk (mean = 456 acres (185 ha); n =
10) reported by Griffin (1985, p. 173).
Therefore, large fires could remove
habitat in one or a few hawk territories
at one time, but we expect that hawks
would maintain their territory if
sufficient prey and forest structure
remained such that they could still nest
and perch. At a regional scale we do not
anticipate significant changes in hawk
densities in response to this threat
because most fires are expected to have
a patchy distribution on the landscape
such that some forest structure will
continue to be present around or within
these burned areas. Only if large-scale
changes to dry forests occurred,

eliminating nesting and perching areas
across vast swaths of the leeward
portion of the island, would the
viability of the species potentially be at
risk. The available information on hawk
distribution and habitat does not suggest
that this is currently occurring or is
likely to occur in the foreseeable future.
Therefore, while an increase in fire
frequency due to alien plants is a threat
and may reduce the amount of available
habitat for nesting and perching, we
believe that the maximum scope and
extent of this conversion that we can
reasonably anticipate is not likely to
have a significant impact on the
distribution or density of the Hawaiian
hawk in such a way that would affect its
viability.

Invasive Species (Concealing Prey)

Vegetative cover can be more
important than prey abundance in the
selection of hunting sites by raptors
(Bechard 1982, p. 158). Klavitter et al.
(2003, p. 169) found that exotic tree,
shrub, and grass habitats had similar
hawk densities to some native habitats
(e.g., mature native forest), but were
lower than densities recorded in native
forests with an understory of grass. The
relationship between cover and
demographic variables is likely to be
complex given that a hawk’s home-
range may span several habitat types
and that the effect of various invasive
species on total vegetation cover has not
been well studied. However, the best
available data indicate that, despite the
introduction of a variety of invasive
plant species on the island of Hawaii,
the population size and distribution of
the Hawaiian hawk has remained
relatively unchanged for the past 20
years, and no reliable extrapolation from
current information suggests that this
circumstance will change in the future.

Summary of Factor A: Based on the
best available scientific and commercial
data, we believe that destruction,
modification, or curtailment of the
Hawaiian hawk’s habitat or range is not
currently putting the Hawaiian hawk in
danger of extinction and is not likely to
result in the endangerment or extinction
of the Hawaiian hawk in the foreseeable
future. Comparison of island-wide
survey data in 2007 with similar data
from 1998-1999 suggests that the
population numbers, densities, and
spatial distribution of Hawaiian hawks
on the island of Hawaii have not
significantly changed in the past
decade. Also, the best available data
indicate that the population size and
distribution of the Hawaiian hawk has
remained relatively unchanged for the
past 20 years (Service 1984; Griffin
1985, p. 25; Scott et al. 1986, p. 79;

Morrison et al. 1994, p. 23; Hall et al.
1997, pp. 13-14; Klavitter 2000, pp. 38,
96; Klavitter et al. 2003, p. 170;
Gorresen et al. 2008, p. 6). Although
some habitat loss is expected in the
future, this loss is likely to be a small
percentage of the hawk’s habitat and is
likely to be patchily distributed such
that hawks are expected to continue to
be widely distributed on Hawaii.

B. Overutilization for Commercial,
Recreational, Scientific, or Educational
Purposes

Historically, some Hawaiian hawks
were taken for scientific collection (e.g.,
Henshaw 1902, pp. 197-198; Banko
1980, p. 2) and may also have been
taken by the early Hawaiians for either
food or feathers (Clarkson and Laniawe
2000, p. 12). Neither of these factors is
known to currently threaten the
Hawaiian hawk.

Berger (1981, p. 79) stated that
shooting was among the primary factors
contributing to a suspected population
decline of the Hawaiian hawk, but
provided no data supporting his
statement regarding shooting as a threat
or his statement regarding a suspected
population decline. He speculates that
people shot Hawaiian hawks because
they mistakenly believed that the hawks
were ‘“‘chicken hawks” (note: Banko
(1980, p. 6) reported a dead Hawaiian
hawk (cause of death unknown) being
used as a “‘scarecrow” to discourage
predation on domestic poultry flocks
sometime in the late 1960’s or early
1970’s). Griffin (1985, p. 108) also
speculated that illegal shooting of
Hawaiian hawks was a significant threat
factor, but provided no data to support
this assertion.

While there is at least one anecdotal
account of a Hawaiian hawk being
treated for suspected gunshot wounds in
the recent past (Lucas 2006), there is
little other evidence that shooting is a
current threat to the Hawaiian hawk at
a regional scale. With increased
community outreach regarding the
hawk’s status on the island of Hawaii,
there no longer appears to be a
substantive threat to the species from
shooting (Mello 2007) and there is no
reason to suspect that this threat is
likely to increase in the future.
Therefore, overutilization for
commercial, recreational, scientific, or
educational purposes is not likely to
result in the endangerment or extinction
of the Hawaiian hawk in the foreseeable
future.

C. Disease or Predation

Neither disease nor predation is
currently known to substantively affect
the Hawaiian hawk population (Griffin
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1985, pp. 104-107, 194; Griffin et al.
1998, pp. 658, 661; Klavitter 2000, p.
45). Introduced mammalian predators
(i.e., rats, cats, and mongooses) could
potentially prey on Hawaiian hawks or
their eggs and are known to have serious
impacts on other species of native
Hawaiian birds (Atkinson 1977, pp.
120-122, 127-130; Scott et al. 1986, pp.
363—364; VanderWerf and Smith 2002,
pp- 77-80). However, there is no
evidence of predation by these species
on Hawaiian hawks or their eggs. There
is evidence, on the other hand, that
introduced mammalian species are a
food resource for the hawk (Munro
1944, p. 48; Griffin 1985, pp. 142-145,
Appendix 1; Griffin ef al. 1998, p. 659).

Although the Hawaiian hawk
population is not currently known to be
substantively affected by any diseases,
Griffin (1985, p. 104-105) observed
“pox-like” lesions on 2 of 44 captured
hawks. No bacteriological or virological
samples were collected; therefore, these
lesions were not confirmed as avian

OX.

The IRWG (2001, p. 3) identified
disease as a potential factor that might
lead to a decline in the size of the
Hawaiian hawk population by reducing
future reproduction and survival. In
their report (IRWG 2001, p. 3) they state:
“[d]isease could have a serious negative
impact on ‘io as the population does not
appear to be separated into disjunct
subpopulations that could more easily
evade an outbreak. The panmictic
nature of the population [i.e., a
population where all individuals are
potential partners] may also limit
genetic variability that could contribute
to pockets of disease resistance,
although genetic attributes have not
been directly studied.”

The hawk does not appear to be
susceptible to diseases currently
established on the island of Hawaii,
such as avian pox or malaria that have
devastated many other Hawaiian
endemic forest birds (Griffin 1985, pp.
104-106; Griffin et al. 1998, pp. 658,
661). The fact that the Hawaiian hawk
population has remained stable for at
least 20 years (Klavitter 2000, p. 42;
Klavitter et al. 2003, p. 172) indicates
that predators and disease are not
having a measurable deleterious impact
on Hawaiian hawk viability.

Emergent diseases, such as West Nile
virus, have the potential to influence
Hawaiian hawk viability in the future.
West Nile virus, which is primarily
transmitted by infected mosquitoes, has
been reported in all of the 48
conterminous United States and is
potentially fatal to many species of
birds, including members of the genus
Buteo (Centers for Disease Control and

Prevention (CDC) 2005, 2007). Hawaii
and Alaska are the only two States that
have reported no occurrences of West
Nile virus to date (State of Hawaii 2006;
CDC 2007). To help prevent West Nile
Virus from spreading to Hawaii, the
State’s Department of Agriculture has
established a pre-arrival isolation
requirement and a Poultry and Bird
Import Permit issued through the
Livestock Disease Control Branch for all
birds entering the State. Furthermore,
the Hawaii State Department of Health
has an ongoing, multi-agency West Nile
virus surveillance program in place on
all of the main Hawaiian Islands, which
involves surveillance for infected
mosquitoes and dead birds, as well as
live-bird surveillance at major ports of
entry, equine surveillance, and human
surveillance (State of Hawaii 2006). To
date, no cases of West Nile virus have
been reported in Hawaii; however, there
is currently no certainty that we can
prevent the disease from arriving and
spreading. Should this disease arrive on
the island of Hawaii, native birds may
be particularly susceptible as they are
likely to be immunologically naive to
arboviruses such as West Nile virus,
because they evolved in the absence of
biting insects (van Riper et al. 1986, p.
340). Furthermore, there are a number of
introduced birds (e.g., house sparrows
and house finches) and mosquitoes (e.g.,
Culex quinquefasciatus) that could
support West Nile virus amplification in
Hawaii and transport it from low to
middle to high elevations (Marra et al.
2004, p. 398) throughout the range of
the Hawaiian hawk. Nevertheless, the
short- and long-term impacts of West
Nile virus on wildlife are uncertain
(Marra et al. 2004, p. 394) and it is
uncertain whether it will ever arrive on
the island of Hawaii.

Summary of Factor C: Neither
predation nor avian diseases currently
established on Hawaii are known to
threaten the Hawaiian hawk. West Nile
virus and other emergent avian diseases
have the potential to affect the species
if they become established on Hawaii.
However, it is uncertain whether such
diseases will ever arrive. The State is
currently implementing a prevention
program to reduce the risk of its arrival.
They are also implementing a
surveillance program so that they can
detect if it does arrive and take
appropriate and timely action.
Furthermore, maintaining the hawk on
the List of Endangered and Threatened
Wildlife because of speculative future
threats would do nothing to prevent
their occurrence. We do not believe that
disease and predation currently
endanger the Hawaiian hawk; nor are

they likely to cause the endangerment or
extinction of the Hawaiian hawk in the
foreseeable future.

D. The Inadequacy of Existing
Regulatory Mechanisms

A variety of regulatory mechanisms,
managed by State and Federal resource
agencies, are in place to protect the
Hawaiian hawk and the habitats upon
which it depends.

If this proposed rule is finalized, the
Hawaiian hawk would still be protected
by the Migratory Bird Treaty Act (16
U.S.C. 703) (MBTA). Section 704 of the
MBTA states that the Secretary of the
Interior is authorized and directed to
determine if, and by what means, the
take of migratory birds should be
allowed and to adopt suitable
regulations permitting and governing
the take. In adopting regulations, the
Secretary is to consider such factors as
distribution and abundance to ensure
that take is compatible with the
protection of the species. The MBTA
and its implementing regulations (50
CFR parts 20 and 21) prohibit take,
possession, import, export, transport,
selling, purchase, barter, or offering for
sale, purchase or barter, any migratory
bird, their eggs, parts, and nests, except
as authorized under a valid permit (50
CFR 21.11).

Although we are not aware of any
intent to use Hawaiian hawks for
falconry, regulations at 50 CFR 21.28
and 21.30 specifically authorize the
issuance of permits to take, possess,
transport and engage in commerce with
raptors for falconry purposes and for
propagation purposes. Certain criteria
must be met prior to issuance of these
permits, including a requirement that
the issuance will not threaten a wildlife
population (50 CFR 13.21(b)(4)). In
addition to considering the effect on
wild populations, issuance of raptor
propagation permits requires that the
Service consider whether suitable
captive stock is available and whether
wild stock is needed to enhance the
genetic variability of captive stock (50
CFR 21.30(c)(4)).

Another regulatory mechanism that
will continue to provide protection to
the Hawaiian hawk if this proposed rule
is finalized is the requirement that
pesticides be registered with the
Environmental Protection Agency
(EPA). Under the authority of the
Federal Insecticide, Fungicide, and
Rodenticide Act (7 U.S.C. 136), the
Environmental Protection Agency
requires environmental testing of all
new pesticides. Testing the effects of
pesticides on representative wildlife
species prior to pesticide registration is
specifically required. Only pesticides



Federal Register/Vol. 73, No. 152/ Wednesday, August 6, 2008/Proposed Rules

45687

that have been determined not to pose
unreasonable adverse effects on the
environment may be used in the United
States. This protection from effects of
pesticides would not be altered by
delisting the Hawaiian hawk.

On June 28, 1979, the Hawaiian hawk
was included in Appendix II of the
Convention on International Trade in
Endangered Species of Wild Fauna and
Flora (CITES). This treaty was
established to prevent international
trade that may be detrimental to the
survival of plants and animals.
International trade is regulated through
a system of CITES permits and
certificates. CITES permits and
certificates may not be issued if trade
will be detrimental to the survival of the
species or if the specimens being
imported or exported were not legally
acquired. This protection would not be
altered by removing the Hawaiian hawk
from the List of Endangered and
Threatened Wildlife.

Federal delisting of the Hawaiian
hawk will automatically remove this
species from the State of Hawaii
threatened and endangered species lists
under Hawaii Revised Statute (HRS)

§ 195D-4. However, as a native species,
the hawk will continue to be afforded
the protection of the State in accordance
with HRS § 195—1, which states that
“[a]ll indigenous species of aquatic life,
wildlife, and land plants are integral
parts of Hawaii’s native ecosystems and
comprise the living heritage of Hawaii,
for they represent a natural resource of
scientific, cultural, educational,
environmental, and economic value to
future generations of Hawaii’s people”
and that ““it is necessary that the State
take positive actions to enhance their
prospects for survival.” Under State of
Hawaii Administrative Rules (HAR), it
is prohibited to “catch, possess, injure,
kill, destroy, sell, offer for sale, or
transport” any indigenous wildlife, as
well as to export any such species (HAR
§ 13—124-3), unless authorized by
permit (HAR § 13—124-4).

Summary of Factor D: Several
regulatory mechanisms will protect the
Hawaiian hawk should we finalize this
delisting proposal and there is no
evidence to suggest that those regulatory
mechanisms will be modified in the
future. Therefore, the inadequacy of
existing regulatory mechanisms does
not presently endanger the Hawaiian
hawk, nor is it likely to do so in the
foreseeable future.

E. Other Natural or Manmade Factors
Affecting Its Continued Existence

Species that are endemic to a single
island, such as the Hawaiian hawk, are
inherently more vulnerable to extinction

than widespread species because of the
higher risks posed to a single population
by random demographic fluctuations
and localized catastrophes such as fires,
hurricanes, and disease outbreaks
(IRWG 2001, p. 3). However, the
Hawaiian hawk is adaptable to a variety
of habitats and is relatively abundant
and widespread in suitable habitat on
much of the island, making it resilient
to random demographic fluctuations or
localized catastrophes (e.g., volcanic
eruption). Even a large-scale catastrophe
such as a major hurricane or fire is
unlikely to cause the extinction or
endangerment of a hawk that can
effectively utilize regenerating forests as
foraging areas and can nest in relatively
small patches of older forests that are
likely to remain intact following such an
event. Therefore, due in large measure
to their demonstrated ability to
effectively use altered habitats on
Hawaii, the endemic nature of the
Hawaiian hawk population does not
currently endanger the species nor is
there evidence that it is likely to do so
in the future.

Summary of Factor E: The Hawaiian
hawk, although an island endemic,
appears to be resilient to habitat changes
and catastrophes. Therefore, we do not
believe that other natural or manmade
factors currently endanger the Hawaiian
hawk; nor are they likely to cause the
endangerment or extinction of the
Hawaiian hawk in the foreseeable
future.

Finding

For the reasons stated above, we find
that the Hawaiian hawk is not currently
in danger of extinction, nor is there
evidence that it is likely to become
endangered in the foreseeable future.

Withdrawal of Proposed Rule To
Reclassify the Hawaiian Hawk as
Threatened

We have carefully assessed the best
scientific and commercial data available
regarding the status of the Hawaiian
hawk and have analyzed the five threat
factors described in section 4(a)(1) of the
Act. We find, based on the best available
scientific data, that there is not
sufficient information to justify the
earlier proposed rule to reclassify the
Hawaiian hawk as threatened. Due to
implementation of recovery actions and
other conservation efforts, we now
believe that the Hawaiian hawk is
broadly distributed throughout the
island of Hawaii, has been stable in
number for at least 20 years, nests and
forages successfully in both native and
altered habitats, and has large areas of
habitat in protected status. The
Hawaiian hawk is not currently

threatened by overutilization, disease,
predation, contaminants, lack of
adequate regulatory mechanisms, or
other factors, and therefore no longer
meets the definition of a threatened or
endangered species throughout its
range.

At the time we proposed to reclassify
the Hawaiian hawk in 1993, we
determined that enough secure habitat
was available for reclassification, but
there was not enough for delisting. We
have reassessed this statement in light
of the best available data, including the
current land-use plan for the island, and
additional studies regarding Hawaiian
hawk population status, habitat use,
productivity, and survival, and find that
sufficient habitat is available for a
viable, broadly distributed population of
hawks into the foreseeable future. While
certain areas of the island are subject to
additional development or conversion
into habitats that may be unsuitable for
hawk nesting or foraging (e.g.,
eucalyptus plantations) these areas are
expected to be small and localized in
comparison to protected areas and
agricultural areas that do provide
suitable habitat. Both implementation of
recovery actions and accumulation of
additional information on the Hawaiian
hawk over the past 30 years contribute
to the above assessment. Therefore, we
withdraw our proposal to reclassify the
Hawaiian hawk.

Proposal To Delist

For the reasons discussed above, we
do not believe the species is in danger
of extinction throughout all or a
significant portion of its range, or that
it is likely to become endangered
throughout all or a significant portion of
its range in the foreseeable future.
Therefore, we propose to remove the
Hawaiian hawk from the Federal List of
Endangered and Threatened Wildlife.
Based on our analysis of the five threat
factors and the best scientific data
available on the status of the species, we
believe that the Hawaiian hawk should
be delisted due to the implementation of
recovery actions that have facilitated a
better understanding of the hawk’s
ecology and threats.

Additional recovery actions that have
benefited the Hawaiian hawk and which
likely played a role in maintaining
stable hawk populations include
numerous native forest habitat
conservation projects, protection from
human harassment, public education,
and evaluation of potential impacts of
new pesticides. One example of a
significant recovery action that was
completed with regard to conservation
of habitat for multiple native species,
including the Hawaiian hawk, was the
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establishment of Hakalau Forest
National Wildlife Refuge in 1985. There
have also been several other projects
undertaken at Hawaii Volcanoes
National Park and on private lands on
the Island of Hawaii aimed at native
forest conservation that have likely
benefited the hawk. While the exact
benefit of these actions specifically for
hawk populations can not be reasonably
calculated because these actions benefit
multiple species, these actions highlight
just a few examples of efforts that have
been undertaken that have likely had a
significant contribution to conservation
of the Hawaiian hawk.

Due to implementation of recovery
actions and other conservation efforts,
we now believe that the Hawaiian hawk
is broadly distributed throughout the
island of Hawaii, has been stable in
number for at least 20 years, nests and
forages successfully in both native and
altered habitats, and has large areas of
habitat in protected status. The
Hawaiian hawk is not currently
threatened by overutilization, disease,
predation, contaminants, lack of
adequate regulatory mechanisms, or
other factors, and therefore no longer
meets the definition of a threatened or
endangered species throughout its
range.

Significant Portion of the Range
Analysis

Having determined that the Hawaiian
hawk is not currently in danger of
extinction, nor likely to become
endangered throughout its range in the
foreseeable future, we next consider
whether there are any significant
portions of its range that are in danger
of extinction or are likely to become
endangered in the foreseeable future.
We consider factors such as whether
there is a biological basis (e.g.,
population groupings, genetic
differences, or differences in ecological
setting) or regulatory basis (e.g.,
International or State boundaries where
the threats from lack of regulatory
mechanisms might be different on either
side of the boundary) for parsing the
range into finer portions and whether
extinction risk is spread evenly across
the range of the species.

In the case of the Hawaiian hawk, (1)
there is only one panmictic population,
having no apparent barriers to dispersal
or gene flow, (2) there are no regulatory
differences since the species occurs only
in one County in Hawaii, (3) although
it occurs in a variety of ecological
settings on Hawaii, habitat threats are
small in overall magnitude and are not
concentrated in any one ecological
setting (see Factor A, above), and (4)
there are no other geographically

concentrated threats. Because extinction
risk, both currently and in the
foreseeable future, is not measurably
higher in any one location on the island,
we do not propose to retain listing
status for any portion of the species’
range.

Effects of the Rule

If made final, this rule would revise
50 CFR 17.11(h) to remove the Hawaiian
hawk from the Federal List of
Endangered and Threatened Wildlife.
The prohibitions and conservation
measures provided by the Act,
particularly through sections 7 and 9,
would no longer apply to this species.
Federal agencies would no longer be
required to consult with the Service
under section 7 of the Act in the event
that activities they authorize, fund, or
carry out may affect the Hawaiian hawk.
There is no critical habitat designated
for this species.

The Hawaiian hawk would continue
to be protected under the Migratory Bird
Treaty Act (16 U.S.C. 703), CITES
(Article IV), and State of Hawaii law
(HRS § 195-1).

Post-Delisting Monitoring

Section 4(g)(1) of the Act requires the
Service to implement a system, in
cooperation with the States, to monitor
for not less than 5-years the status of all
species that have recovered and been
removed from the lists of threatened and
endangered wildlife and plants (50 CFR
17.11, 17.12). The purpose of this post-
delisting monitoring (PDM) is to verify
that the Hawaiian hawk remains secure
from risk of extinction after it has been
removed from the protections of the Act.
We are to make prompt use of the
emergency listing authorities under
section 4(b)(7) of the Act to prevent a
significant risk to the well-being of any
recovered species. Section 4(g) of the
Act explicitly requires cooperation with
the States in development and
implementation of PDM programs, but
we remain responsible for compliance
with section 4(g) and, therefore, must
remain actively engaged in all phases of
PDM. We also seek active participation
of other entities that are expected to
assume responsibilities for the species’
conservation, post-delisting.

The Service is developing a draft PDM
plan in cooperation with the Hawaii
Department of Land and Natural
Resources, Division of Forestry and
Wildlife (DOFAW), the National Park
Service (NPS), and the U.S. Geological
Survey (USGS). We intend to publish a
notice of availability of the draft plan in
the Federal Register, and solicit public
comments on that plan, prior to
finalizing this proposed rule. All public

comments on the draft PDM will be
considered and incorporated into the
final PDM plan as appropriate. The final
PDM plan and any future revisions will
be posted on our Endangered Species
Program’s national Web page (http://
endangered.fws.gov) and on the Pacific
Islands Fish and Wildlife Office Web
page (http://pacificislands.fws.gov).

Peer Review

In accordance with our joint policy
published in the Federal Register on
July 1, 1994 (59 FR 34270), we will seek
the expert opinions of at least three
appropriate and independent specialists
regarding this proposed rule. The
purpose of such review is to ensure that
our proposed rule is based on
scientifically sound data, assumptions,
and analyses. We will send peer
reviewers copies of this proposed rule
immediately following publication in
the Federal Register and will invite
them to comment, during the public
comment period, on the specific
assumptions and conclusions regarding
the proposal to delist the Hawaiian
hawk. We will consider all comments
and information received during the
comment period on this proposed rule
during preparation of a final
rulemaking. Accordingly, the final
decision may differ from this proposal.

Public Hearings

Section 4(b)(5)(D) of the Act requires
that we hold one public hearing on this
proposal, if requested. Requests must be
received within 45 days of the date of
publication of the proposal in the
Federal Register (see DATES). Such
requests must be made in writing and be
addressed to the Field Supervisor at the
address in the FOR FURTHER INFORMATION
CONTACT section above.

Clarity of the Rule

Executive Order 12866 requires each
agency to write regulations that are easy
to understand. We invite your
comments on how to make this rule
easier to understand including answers
to questions such as the following: (1)
Are the requirements in the rule clearly
stated? (2) Does the rule contain
technical language or jargon that
interferes with its clarity? (3) Does the
format of the rule (grouping and order
of sections, use of headings,
paragraphing, etc.) aid or reduce its
clarity? (4) Would the rule be easier to
understand if it were divided into more
(but shorter) sections? (5) Is the
description of the rule in the
SUPPLEMENTARY INFORMATION section of
the preamble helpful in understanding
the emergency rule? What else could we
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do to make the rule easier to
understand?

Send a copy of any comments that
concern how we could make this rule
easier to understand to Office of
Regulatory Affairs, Department of the
Interior, Room 7229, 1849 C Street,
NW., Washington, DC 20240. You also
may e-mail the comments to this
address: Exsec@ios.goi.gov.

Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.)

This rule does not contain any new
collections of information other than
those already approved under the
Paperwork Reduction Act (44 U.S.C.
3501 et seq.) and assigned Office of
Management and Budget (OMB) control
number 1018-0094. An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a
currently valid OMB control number.

National Environmental Policy Act

We have determined that
environmental assessments and
environmental impact statements, as
defined under the authority of the
National Environmental Policy Act of
1969, need not be prepared in
connection with regulations adopted
pursuant to section 4(a) of the Act. We
published a notice outlining our reasons
for this determination in the Federal
Register on October 25, 1983 (48 FR
49244).
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List of Subjects in 50 CFR Part 17

Endangered and threatened species,
Exports, Imports, Reporting and
recordkeeping requirements, and
Transportation.

Proposed Regulation Promulgation

Accordingly, we propose to amend
part 17, subchapter B of chapter I, title
50 of the Code of Federal Regulations,
as set forth below:

PART 17—[AMENDED]

1. The authority citation for part 17
continues to read as follows:

Authority: 16 U.S.C. 1361-1407; 16 U.S.C.
1531-1544; 16 U.S.C. 4201-4245; Pub. L. 99—
625, 100 Stat. 3500, unless otherwise noted.

§17.11 [Amended]

2. Amend § 17.11(h) by removing the
entry for “Hawk, Hawaiian” under
“BIRDS” from the List of Endangered
and Threatened Wildlife.

Dated: July 14, 2008.

H. Dale Hall,

Director, U.S. Fish and Wildlife Service.
[FR Doc. E8—16858 Filed 8—5—08; 8:45 am]
BILLING CODE 4310-55-P

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 20

[FWS-R9-MB-2008-0090; 91200-1231-
9BPP-L2]

RIN 1018-AW19
Migratory Bird Hunting; Hunting
Methods for Resident Canada Geese

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Proposed rule.

SUMMARY: The U.S. Fish and Wildlife
Service (Service or “we”’) proposes to
amend the regulations on resident
Canada goose management. This
proposed rule clarifies the requirements
for use of expanded hunting methods
during special September hunting
seasons. One requirement in the
regulations has been misinterpreted,
and we are taking this action to make
sure that our regulations are clear for the
States and the public.

DATES: Comments on this proposed rule
must be received by September 5, 2008.

ADDRESSES: You may submit comments
on the proposals by one of the following
methods:

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

e U.S. mail or hand-delivery: Public
Comments Processing, Attn: 1018—
XXXX; Division of Policy and Directives
Management; U.S. Fish and Wildlife
Service; 4401 N. Fairfax Drive, Suite
222; Arlington, VA 22203.

We will not accept e-mail or faxes. We
will post all comments on http://
www.regulations.gov. This generally
means that we will post any personal
information you provide us (see the
Public Comments section below for
more information).

You may obtain copies of the Final
Environmental Impact Statement (FEIS)
on resident Canada goose management

from the above address or from the
Division of Migratory Bird Management
Web site at http://fws.gov/
migratorybirds/issues/cangeese/
finaleis.htm.

FOR FURTHER INFORMATION CONTACT:
Robert Blohm, Chief, Division of
Migratory Bird Management, or Ron
Kokel (703) 358-1714 (see ADDRESSES).
SUPPLEMENTARY INFORMATION:

Authority and Responsibility

Migratory birds are protected under
four bilateral migratory bird treaties the
United States entered into with Great
Britain (for Canada in 1916 as amended
in 1999), the United Mexican States
(1936 as amended in 1972 and 1999),
Japan (1972 as amended in 1974), and
the Soviet Union (1978). Regulations
allowing the take of migratory birds are
authorized by the Migratory Bird Treaty
Act (16 U.S.C. 703-711), and the Fish
and Wildlife Improvement Act of 1978
(16 U.S.C. 712). The Migratory Bird
Treaty Act (Act), which implements the
above-mentioned treaties, provides that,
subject to and to carry out the purposes
of the treaties, the Secretary of the
Interior is authorized and directed to
determine when, to what extent, and by
what means allowing hunting, killing,
and other forms of taking of migratory
birds, their nests, and eggs is compatible
with the conventions. The Act requires
the Secretary to implement a
determination by adopting regulations
permitting and governing those
activities.

Canada geese are Federally protected
by the Act by reason of the fact that they
are listed as migratory birds in all four
treaties. Because Canada geese are
covered by all four treaties, regulations
must meet the requirements of the most
restrictive of the four. For Canada geese,
this is the treaty with Canada. All
regulations concerning resident Canada
geese are compatible with its terms,
with particular reference to Articles VII,
V, and II.

Each treaty not only permits sport
hunting, but permits the take of
migratory birds for other reasons,
including scientific, educational,
propagative, or other specific purposes
consistent with the conservation
principles of the various Conventions.
More specifically, Article VII, Article II
(paragraph 3), and Article V of “The
Protocol Between the Government of the
United States of America and the
Government of Canada Amending the
1916 Convention between the United
Kingdom and the United States of
America for the Protection of Migratory
Birds in Canada and the United States”
provides specific limi