GPC§

68062

Federal Register/Vol. 72, No. 232/ Tuesday, December 4, 2007 /Rules and Regulations

will publish its annual report on the
institution’s Web site when the report is
sent electronically to the Farm Credit
Administration; and

(4) Within 90 calendar days of the end
of its fiscal year, prepare and provide to
its shareholders an annual report
substantively identical to the copy of
the report sent to the Farm Credit
Administration under paragraph (a)(1)
of this section.
* * * * *

Dated: November 28, 2007.
Roland E. Smith,
Secretary, Farm Credit Administration Board.
[FR Doc. E7—23502 Filed 12—-3-07; 8:45 am]
BILLING CODE 6705-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 97
[Docket No. 30580; Amdt. No. 3245]

Standard Instrument Approach
Procedures, and Takeoff Minimums
and Obstacle Departure Procedures;
Miscellaneous Amendments

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This Rule establishes,
amends, suspends, or revokes Standard
Instrument Approach Procedures
(SIAPs) and associated Takeoff
Minimums and Obstacle Departure
Procedures for operations at certain
airports. These regulatory actions are
needed because of the adoption of new
or revised criteria, or because of changes
occurring in the National Airspace
System, such as the commissioning of
new navigational facilities, adding new
obstacles, or changing air traffic
requirements. These changes are
designed to provide safe and efficient
use of the navigable airspace and to
promote safe flight operations under
instrument flight rules at the affected
airports.

DATES: This rule is effective December 4,
2007. The compliance date for each
SIAP, associated Takeoff Minimums,
and ODP is specified in the amendatory
provisions.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of December
4, 2007.

ADDRESSES: Availability of matters
incorporated by reference in the
amendment is as follows:

For Examination—

1. FAA Rules Docket, FAA
Headquarters Building, 800
Independence Avenue, SW.,
Washington, DC 20591;

2. The FAA Regional Office of the
region in which the affected airport is
located;

3. The National Flight Procedures
Office, 6500 South MacArthur Blvd.,
Oklahoma City, OK 73169 or,

4. The National Archives and Records
Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030,
or go to: http://www.archives.gov/
federal_register/
code_of federal _regulations/
ibr_locations.html.

Availability—All SIAPs and Takeoff
Minimums and ODPs are available
online free of charge. Visit nfdc.faa.gov
to register. Additionally, individual
SIAP and Takeoff Minimums and ODP
copies may be obtained from:

1. FAA Public Inquiry Center (APA—
200), FAA Headquarters Building, 800
Independence Avenue, SW.,
Washington, DC 20591; or

2. The FAA Regional Office of the
region in which the affected airport is
located.

FOR FURTHER INFORMATION CONTACT:
Harry. J. Hodges, Flight Procedure
Standards Branch (AFS—420), Flight
Technologies and Programs Division,
Flight Standards Service, Federal
Aviation Administration, Mike
Monroney Aeronautical Center, 6500
South MacArthur Blvd., Oklahoma City,
OK 73169 (Mail Address: P.O. Box
25082, Oklahoma City, OK 73125)
telephone: (405) 954—-4164.
SUPPLEMENTARY INFORMATION: This rule
amends Title 14 of the Code of Federal
Regulations, Part 97 (14 CFR part 97), by
establishing, amending, suspending, or
revoking SIAPs, Takeoff Minimums
and/or ODPs. The complete regulatory
description of each SIAP and its
associated Takeoff Minimums or ODP
for an identified airport is listed on FAA
form documents which are incorporated
by reference in this amendment under 5
U.S.C. 552(a), 1 CFR part 51, and 14
CFR part 97.20. The applicable FAA
Forms are FAA Forms 8260-3, 82604,
8260-5, 8260—15A, and 8260—15B when
required by an entry on 8260-15A.

The large number of SIAPs, Takeoff
Minimums and ODPs, in addition to
their complex nature and the need for
a special format make publication in the
Federal Register expensive and
impractical. Furthermore, airmen do not
use the regulatory text of the SIAPs,
Takeoff Minimums or ODPs, but instead
refer to their depiction on charts printed

by publishers of aeronautical materials.
Thus, the advantages of incorporation
by reference are realized and
publication of the complete description
of each SIAP, Takeoff Minimums and
ODP listed on FAA forms is
unnecessary. This amendment provides
the affected CFR sections and specifies
the types of SIAPs and the effective
dates of the SIAPs, the associated
Takeoff Minimums, and ODPs. This
amendment also identifies the airport
and its location, the procedure, and the
amendment number.

The Rule

This amendment to 14 CFR part 97 is
effective upon publication of each
separate SIAP, Takeoff Minimums and
ODP as contained in the transmittal.
Some SIAP and Takeoff Minimums and
textual ODP amendments may have
been issued previously by the FAA in a
Flight Data Center (FDC) Notice to
Airmen (NOTAM) as an emergency
action of immediate flight safety relating
directly to published aeronautical
charts. The circumstances which
created the need for some SIAP and
Takeoff Minimums and ODP
amendments may require making them
effective in less than 30 days. For the
remaining SIAPs and Takeoff
Minimums and ODPs, an effective date
at least 30 days after publication is
provided.

Further, the SIAPs and Takeoff
Minimums and ODPs contained in this
amendment are based on the criteria
contained in the U.S. Standard for
Terminal Instrument Procedures
(TERPS). In developing these SIAPs and
Takeoff Minimums and ODPs, the
TERPS criteria were applied to the
conditions existing or anticipated at the
affected airports. Because of the close
and immediate relationship between
these SIAPs, Takeoff Minimums and
ODPs, and safety in air commerce, I find
that notice and public procedure before
adopting these SIAPs, Takeoff
Minimums and ODPs are impracticable
and contrary to the public interest and,
where applicable, that good cause exists
for making some SIAPs effective in less
than 30 days.

Conclusion

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. 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)
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does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. For the same
reason, the FAA certifies that this
amendment will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

List of Subjects in 14 CFR Part 97

Air Traffic Control, Airports,
Incorporation by reference, and
Navigation (Air).

Issued in Washington, DC on November 16,
2007.

James J. Ballough,
Director, Flight Standards Service.

Adoption of the Amendment

m Accordingly, pursuant to the authority
delegated to me, under Title 14, Code of
Federal Regulations, Part 97 (14 CFR
part 97) is amended by establishing,
amending, suspending, or revoking
Standard Instrument Approach
Procedures and/or Takeoff Minimums
and/or Obstacle Departure Procedures
effective at 0901 UTC on the dates
specified, as follows:

PART 97—STANDARD INSTRUMENT
APPROACH PROCEDURES

m 1. The authority citation for part 97
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40106,
40113, 40114, 40120, 44502, 44514, 44701,
44719, 44721-44722.

m 2. Part 97 is amended to read as
follows:

Effective 20 DEC 2007

Phoenix, AZ, Phoenix Sky Harbor Intl, ILS
OR LOC RWY 7R, Amdt 1C

Oxnard, CA, Oxnard, ILS RWY 25, Amdt 12

Atlanta, GA, Peachtree City-Falcon Field,
RNAV (GPS) RWY 13, Orig

Atlanta, GA, Peachtree City-Falcon Field,
RNAV (GPS) RWY 31, Orig

Atlanta, GA, Peachtree City-Falcon Field,
VOR/DME RNAV OR GPS RWY 31, Orig-
D, (CANCELLED)

Jefferson, GA, Jackson County, RNAV (GPS)
RWY 16, Orig-A

Jefferson, GA, Jackson County, RNAV (GPS)
RWY 34, Orig-A

Jefferson City, MO, Jefferson City Memorial,
RNAYV (GPS) RWY 12, Orig

Jefferson City, MO, Jefferson City Memorial,
GPS RWY 12, Orig-A, CANCELLED

Mosby, MO, Midwest National Air Center,
ILS OR LOC/DME RWY 18, Orig

Mosby, MO, Midwest National Air Center,
RNAYV (GPS) RWY 18, Amdt 1

Mosby, MO, Midwest National Air Center,
RNAYV (GPS) RWY 36, Amdt 1A

Mosby, MO, Midwest National Air Center,
NDB RWY 18, Amdt 2, CANCELLED

Mosby, MO, Midwest National Air Center,
Takeoff Minimums and Obstacles DP,
Amdt 1

Grand Island, NE, Central Nebraska Regional,
VOR/DME RWY 31, Amdt 8

Grand Island, NE, Central Nebraska Regional,
Takeoff Minimums and Obstacle DP, Orig

Scottsbluff, NE, Western Neb RGNL/William
B Heilig Field, ILS OR LOC/DME RWY 12,
Orig

Scottsbluff, NE, Western Neb RGNL/William
B Heilig Field, RNAV (GPS) RWY 5, Orig

Scottsbluff, NE, Western Neb RGNL/William
B Heilig Field, RNAV (GPS) RWY 12, Amdt
1

Scottsbluff, NE, Western Neb RGNL/William
B Heilig Field, RNAV (GPS) RWY 23, Orig

Scottsbluff, NE, Western Neb RGNL/William
B Heilig Field, RNAV (GPS) RWY 30, Amdt
1

Scottsbluff, NE, Western Neb RGNL/William
B Heilig Field, LOC/DME RWY 12, Orig,
CANCELLED

Scottsbluff, NE, Western Neb RGNL/William
B Heilig Field, VOR/DME RWY 5, Amdt 5

Scottsbluff, NE, Western Neb RGNL/William
B Heilig Field, VOR OR TACAN RWY 23,
Amdt 12

Manchester, NH, Manchester, RNAV (GPS)
RWY 24, Amdt 1

Manchester, NH, Manchester, Takeoff
Minimums and Obstacle DP, Amdt 7

Jackson, OH, James A. Rhodes, Takeoff
Minimums and Obstacle Departure, Amdt
4

Bartlesville, OK, Bartlesville Muni, RNAV
(GPS) RWY 17, Orig

Bartlesville, OK, Bartlesville Muni, RNAV
(GPS) RWY 35, Orig

Bartlesville, OK, Bartlesville Muni, LOC
RWY 17, Amdt 3

Bartlesville, OK, Bartlesville Muni, VOR/
DME RWY 35, Amdt 6

Bartlesville, OK, Bartlesville Muni, VOR
RWY 17, Amdt 11

Bartlesville, OK, Bartlesville Muni, GPS RWY
17, Orig-B, CANCELLED

Bartlesville, OK, Bartlesville Muni, GPS RWY
35, Orig-B, CANCELLED

Bartlesville, OK, Bartlesville Muni, Takeoff
Minimums and Obstacle DP, Orig

Myerstown, PA, Deck, RNAV (GPS) RWY 19,
Orig-A

Somerset, PA, Somerset County, RNAV (GPS)
RWY 7, Orig

Somerset, PA, Somerset County, RNAV (GPS)
RWY 25, Orig

Somerset, PA, Somerset County, GPS RWY 7,
Orig-B, CANCELLED

Somerset, PA, Somerset County, GPS RWY
25, Orig-B, CANCELLED

Somerset, PA, Somerset County, Takeoff
Minimums and Obstacle DP, Amdt 2

Newport, RI, Newport State, Takeoff
Minimums and Obstacle DP, Amdt 3

Arlington, TX, Arlington Muni, ILS OR LOC/
DME RWY 34, Orig

Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, Converging ILS RWY 17C, Amdt 6

Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, Converging ILS RWY 17R, Amdt 8

Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, Converging ILS RWY 18L, Amdt 1

Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, Converging ILS Y RWY 18L, Orig-A,
CANCELLED

Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, Converging ILS RWY 18R, Amdt 5

Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, Converging ILS RWY 35C, Amdt 1

Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, Converging ILS RWY 35L, Amdt 3
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, Converging ILS RWY 36L, Amdt 1
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, Converging ILS RWY 36R, Amdt 2
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, ILS OR LOC RWY 17C, ILS RWY 17C
(CATII), ILS RWY 17C (CAT III), Amdt 9
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, ILS OR LOC RWY 17L, ILS RWY 17L
(CAT II), ILS RWY 17L (CAT III), Amdt 5
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, ILS OR LOC RWY 17R, Amdt 22
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, ILS OR LOC RWY 18L, Amdt 1
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, ILS OR LOC Y RWY 18L, Orig-A,
CANCELLED
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, ILS OR LOC RWY 18R, ILS RWY 18R
(CAT II), ILS RWY (CAT III), Amdt 7
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, ILS OR LOC RWY 35C, ILS RWY 35C
(CAT II), ILS RWY 35C (CAT III), Amdt 1
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, ILS OR LOC RWY 35L, Amdt 4
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, ILS OR LOC RWY 35R, ILS RWY 35R
(CAT II), ILS RWY 35R (CAT III), Amdt 3
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, ILS OR LOC RWY 36L, Amdt 1
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, ILS OR LOC RWY 36R, Amdt 4
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, RNAV (GPS) RWY 17C, Amdt 1
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, RNAV (GPS) RWY 17L, Amdt 3
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, RNAV (GPS) RWY 17R, Amdt 1
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, RNAV (GPS) RWY 35C, Amdt 2
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, RNAV (GPS) RWY 35L, Amdt 1
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, RNAV (GPS) RWY 35R, Amdt 2
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, RNAV (GPS) RWY 36L, Amdt 1
Dallas-Fort Worth, TX, Dallas-Fort Worth
Intl, RNAV (GPS) RWY 36R, Amdt 1

Effective 17 JAN 2008

Jamestown, KY, Russell County, Takeoff
Minimums and Obstacle DP, Orig

Tupelo, MS, Tupelo Regional, Takeoff
Minimums and Obstacle DP, Orig

The Dalles, OR, Columbia Gorge Rgnl/The
Dalles Muni, RNAV (GPS)-A, Orig-A

Greenwood, SC, Greenwood County, Takeoff
Minimums and Obstacle DP, Orig

Evanston, WY, Evanston-Uinta County Burns
Field, ILS OR LOC/DME RWY 23, Amdt 1

Evanston, WY, Evanston-Uinta County Burns
Field, RNAV (GPS) RWY 23, Amdt 4

Effective 14 FEB 2008

Fayette, AL, Richard Arthur Field, RNAV
(GPS) RWY 18, Orig

Fayette, AL, Richard Arthur Field, RNAV
(GPS) RWY 36, Orig

Fayette, AL, Richard Arthur Field, NDB RWY
18, Amdt 1

Fayette, AL, Richard Arthur Field, Takeoff
Minimums and Obstacle DP, Amdt 1

Atwater, CA, Castle, VOR/DME RWY 13,
Orig-A, CANCELLED



68064

Federal Register/Vol. 72, No. 232/ Tuesday, December 4, 2007 /Rules and Regulations

Monte Vista, CO, Monte Vista Muni, RNAV
(GPS)-B, Orig

Monte Vista, CO, Monte Vista Muni, VOR/
DME-A, Amdt 3

La Belle, FL, La Belle Muni, RNAV (GPS)
RWY 14, Orig

La Belle, FL, La Belle Muni, RNAV (GPS)
RWY 32, Orig

La Belle, FL, La Belle Muni, Takeoff
Minimums and Obstacle DP, Orig

Taunton, MA, Taunton Muni-King Field,
Takeoff Minimums and Obstacle DP, Amdt
2

Buffalo, NY, Buffalo Niagara Intl, NDB RWY
23, Orig, CANCELLED

Plattsburgh, NY, Clinton Co, VOR/DME OR
GPS-A, Amdt 2A, CANCELLED

Plattsburgh, NY, Clinton Co, VOR OR GPS
RWY 19, Amdt 3A, CANCELLED

Plattsburgh, NY, Clinton Co, ILS RWY 1,
Amdt 4B, CANCELLED

Plattsburgh, NY, Clinton Co, Takeoff
Minimums and Obstacle DP, Amdt 3,
CANCELLED

Barnwell, SC, Barnwell RGNL, NDB RWY 17,
Orig, CANCELLED

Charleston, WV, Yeager, Takeoff Minimums
and Obstacle DP, Amdt 7
The FAA published an Amendment in

Docket No. 30578, Amdt No. 3243 to Part 97

of the Federal Aviation Regulations (Vol 72,

FR No. 221, Page 64536; dated November 16,

2007) under section 97.29 effective 20

December 2007, which is hereby rescinded as

follows:

Yakima, WA, Yakima Air Terminal/
Mcallister Field, ILS RWY 27, Amdt 26D.

[FR Doc. E7-23047 Filed 12—-3-07; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 210 and 211
[Docket No. 2007N-0280]
Amendment to the Current Good

Manufacturing Practice Regulations for
Finished Pharmaceuticals

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

SUMMARY: The Food and Drug
Administration (FDA) is amending
certain regulations as the first phase of
an incremental approach to modifying
the current good manufacturing practice
(CGMP) regulations for finished
pharmaceuticals. We are amending the
regulations to modernize or clarify some
of the CGMP requirements, as well as
harmonize some of the CGMP
requirements with those of other foreign
regulators and other FDA regulations.
These amendments are also consistent
with current industry practice. We are
taking this action as part of our

continuing effort to revise outdated
regulations without diminishing public
health protection. We are issuing a
direct final rule for this action because
FDA expects there will be no significant
adverse comments on these
amendments. Elsewhere in this issue of
the Federal Register, we are publishing
a companion proposed rule, under our
usual notice-and-comment rulemaking
procedures, to provide a procedural
framework to finalize the rule in the
event the agency receives any
significant adverse comments and
withdraws this direct final rule. The
companion proposed rule and direct
final rule are substantively identical.

DATES: This rule is effective April 17,
2008. Submit written or electronic
comments on or before February 19,
2008. If we receive no significant
adverse comments during the specified
comment period, we intend to publish
a notice in the Federal Register no later
than March 18, 2008, confirming the
effective date of the direct final rule. If
we receive any timely significant
adverse comments during the comment
period, we will publish a notice of
significant adverse comment in the
Federal Register withdrawing this
direct final rule before its effective date.

ADDRESSES: You may submit comments,
identified by Docket No. 2007N-0280,
by any of the following methods:
Electronic Submissions

Submit electronic comments in the
following ways:

¢ Federal eRulemaking Portal: http://
www.regulation.gov. Follow the
instructions for submitting comments.

o Agency Web site: http://
www.fda.gov/dockets/ecomments.
Follow the instructions for submitting
comments on the agency Web site.
Written Submissions

Submit written submissions in the
following ways:

e FAX:301-827-6870.

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

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

Instructions: All submissions received
must include the agency name and
Docket No(s). and Regulatory

Information Number (RIN) (if a RIN
number has been assigned) for this
rulemaking. All comments received may
be posted without change to http://
www.fda.gov/ohrms/dockets/
default.htm, including any personal
information provided.

For additional information on
submitting comments, see the
“Comments” heading of the
SUPPLEMENTARY INFORMATION section of
this document.

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

FOR FURTHER INFORMATION CONTACT:

Mary Malarkey, Center for Biologics
Evaluation and Research (HFM-—
600), Food and Drug
Administration, 1401 Rockville
Pike, Rockville, MD 20852—-1448,
301-827—-6190, or

Dennis Bensley, Center for Veterinary
Medicine (HFV-140), Food and
Drug Administration, 7500 Standish
Pl., Rockville, MD 20855, 301-827—
6956, or

Frederick Blumenschein, Center for
Drug Evaluation and Research
(HFD-326), Food and Drug
Administration, 11919 Rockville
Pike, Rockville, MD 20852, 301—
827-9022.

SUPPLEMENTARY INFORMATION:

I. Background

Since the development of the CGMP
regulations in 1962, FDA has balanced
the need for easily understood
minimum standards with the need to
encourage innovation and the
development of improved
manufacturing technologies. We strive
to give manufacturers latitude to
determine how to achieve the level of
control necessary for CGMP compliance,
recognizing that, in some instances,
more direction from FDA is necessary to
provide a uniform standard for the
entire industry or because of the
potential for harm, or the narrow range
of acceptable means to accomplish a
particular CGMP objective. FDA
periodically reassesses and revises the
CGMP regulations to accommodate
advances in technology that further
safeguard the drug manufacturing
process and the public health. As
technology and scientific knowledge
related to CGMP evolve, so does
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