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section has changed since the previous
report.

(c) When to report. Annual progress
reports for postmarketing study
commitments entered into by applicants
shall be reported to FDA within 60 days
of the anniversary date of the U.S.
approval of the application for the
product.

(d) Where to report. Submit two
copies of the annual progress report of
postmarketing studies to the Food and
Drug Administration, Center for
Biologics Evaluations and Research,
Document Control Center (HFM—99),
1401 Rockville Pike, Rockville, MD
20852-1448.

(e) Public disclosure of information.
Except for the information described in
this paragraph, FDA may publicly
disclose any information concerning a
postmarketing study, within the
meaning of this section, if the agency
determines that the information is
necessary to identify an applicant or to
establish the status of the study
including the reasons, if any, for failure
to conduct, complete, and report the
study. Under this section, FDA will not
publicly disclose trade secrets, as
defined in § 20.61 of this chapter, or
information, described in § 20.63 of this
chapter, the disclosure of which would
constitute an unwarranted invasion of
personal privacy.

Dated: October 13, 2000.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 00-27731 Filed 10-26—00; 8:45 am]
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21 CFR Part 876
[Docket No. 94N-0380]

Gastroenterology and Urology
Devices; Effective Date of the
Requirement for Premarket Approval
of the Implanted Mechanical/Hydraulic
Urinary Continence Device; Correction

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; correction.

SUMMARY: The Food and Drug
Administration (FDA) is correcting a
final rule that appeared in the Federal
Register of September 26, 2000 (65 FR
57726). The final rule requires the filing
of a premarket approval application or
a notice of completion of a product
development protocol for the implanted

mechanical/hydraulic urinary
continence device, a generic type of
medical device intended for the
treatment of urinary incontinence. In
the final rule, the effective date was
stated incorrectly. This document
corrects that error.
FOR FURTHER INFORMATION CONTACT:
Nicole L. Wolanski, Center for Devices
and Radiological Health (HFZ—-470),
Food and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850,
301-594-2194.
SUPPLEMENTARY INFORMATION: In FR Doc.
00-24632 appearing on page 57726 in
the Federal Register of September 26,
2000, the following correction is made:
1. On page 57726, in the second
column, under the EFFECTIVE DATE
caption, the date “October 26, 2000” is
corrected to read ““September 26, 2000.”

Dated: October 19, 2000.

Linda S. Kahan,

Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.

[FR Doc. 00-27736 Filed 10—-27-00; 8:45 am]
BILLING CODE 4160-01-F
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32 CFR Part 811
RIN 0701-AAG2

Release, Dissemination, and Sale of
Visual Information Materials

AGENCY: Department of the Air Force,
DoD.
ACTION: Final rule.

SUMMARY: The Department of the Air
Force is revising our rules on the
Release, Dissemination, and Sale of
Visual Information Materials to reflect
current polices. These rules implement
Air Force Instruction (AFI) 33-117,
Visual Information Management, and
apply to all Air Force activities.
EFFECTIVE DATE: December 1, 2000.
ADDRESSES: Mr. Raymond Dabney, HQ
AFCIC/ITSM, 1250 Air Force Pentagon,
Washington, DC 20330-1250, 703-588—
6136.

FOR FURTHER INFORMATION CONTACT: MTr.
Raymond Dabney, HQ AFCIC/ITSM,
703-588-6136.

SUPPLEMENTARY INFORMATION: The
Department of the Air Force is revising
our rules on the Release, Dissemination,
and Sale of Visual Information Materials
of the Code of Federal Regulations
(CFRs) (32 CFR part 811) to reflect
current policies. This part implements
Air Force Instruction (AFI) 33-117,

Visual Information Management, and
apply to all Air Force activities. This
part was published as a proposed rule
in the Federal Register on December 28,
1999 (64 FR 72621, FR Doc. 99-33604).
Comments were solicited for 60 days
ending on February 28, 2000. No
comments were received.

List of Subjects in 32 CFR Part 811

Archives and records, Motion
pictures.

For the reasons stated in the
preamble, the Department of the Air
Force is revising 32 CFR Part 811 to read
as follows:

PART 811—RELEASE,
DISSEMINATION, AND SALE OF
VISUAL INFORMATION MATERIALS

Sec.

811.1 Exceptions.

811.2 Release of visual information
materials.

811.3 Official requests for visual
information productions or materials.

811.4 Selling visual information materials.

811.5 Customers exempt from fees.

811.6 Visual information product/material
loans.

811.7 Collecting and controlling fees.

811.8 Forms prescribed and availability of
publications.

Authority: 10 U.S.C. 8013.

§811.1 Exceptions.

The regulations in this part do not
apply to:

(a) Visual information (VI) materials
made for the Air Force Office of Special
Investigations for use in an investigation
or a counterintelligence report. (See Air
Force Instruction (AFI) 90-301, The
Inspector General Complaints, which
describes who may use these materials.)

(b) VI materials made during Air
Force investigations of aircraft or
missile mishaps according to AFI 91—
204, Safety Investigations and Reports.
(See AFI 90-301.)

§811.2 Release of visual information
materials.

(a) Only the Secretary of the Air Force
for Public Affairs (SAF/PA) clears and
releases Air Force materials for use
outside Department of Defense (DoD),
according to AFI 35-205, Air Force
Security and Policy Review Program.

(b) The Secretary of the Air Force for
Legislative Liaison (SAF/LL) arranges
the release of VI material through SAF/
PA when a member of Congress asks for
them for official use.

(c) The International Affairs Division
(HQ USAF/CVAII) or, in some cases, the
major command (MAJCOM) Foreign
Disclosure Office, must authorize
release of classified and unclassified
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