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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Submission for OMB Review;
Comment Request

Title: Voluntary Surveys of Program
Partners to Implement Executive Order
12862.

OMB No.: 0980-0266.

Description: Under the provisions of
the Federal Paperwork Reduction Act of

1995 (Pub. L. 104-13), the
Administration for Children and
Families (ACF) is requesting clearance
for instruments to implement Executive
Order 12862 within ACF. The purpose
of this data collection is to obtain
customer satisfaction information from
those entities that are funded to be
ACF’s partners in the delivery of
services to the American public. ACF
partners are those entities that receive
funding to deliver services or assistance
from ACF programs. Examples of
partners are state and local

governments, territories, service
providers, Indian Tribes and Tribal
organizations, grantees, researchers or
other intermediaries serving target
populations identified by and funded
directly or indirectly by ACF. The
surveys will obtain information about
how well ACF is meeting the needs of
its partners in operating the programs.

Respondents: State, Local, Tribal
Governments or Not-For-Profit
Organizations.

Annual Burden Estimates:

Number of re- | Average bur-
Instrument Ngmgféecgtée- sponses per den hogurs per Totﬂﬁ%den
P respondent response
State Governments, Territories and District of Columbia ... 54 10 1 540
Head Start Grantees & Delegates ..........cccoevvveverienieneennens 200 1 5 100
Other Discretionary Grant Programs ... 200 10 .5 1000
Indian Tribes & Tribal GOVEINMENLS .......ccovieiiiiiiie e 25 10 5 125

Estimated Total Annual Burden
Hours: 1,765.

Additional Information: Copies of the
proposed collection may be obtained by
writing to the Administration for
Children and Families, Office of
Administration, Office of Information
Services, 370 L’Enfant Promenade, SW.,
Washington, DC 20447, Attn: ACF
Reports Clearance Officer. All requests
should be identified by the title of the
information collection. E-mail address:
grjohnson@acf.hhs.gov.

OMB Comment: OMB is required to
make a decision concerning the
collection of information between 30
and 60 days after publication of this
document in the Federal Register.
Therefore, a comment is best assured of
having its full effect if OMB receives it
within 30 days of publication. Written
comments and recommendations for the
proposed information collection should
be sent directly to the following: Office
of Management and Budget, Paperwork
Reduction Project, Attn: Desk Officer for
ACF, E-mail address:
Katherine_T._Astrich@omb.eop.gov.

Dated: November 22, 2004.
Robert Sargis,
Reports Clearance Officer.
[FR Doc. 04—27336 Filed 12—13—04; 8:45 am]
BILLING CODE 4184-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 2000N—1399]

Agency Information Collection
Activities; Announcement of Office of
Management and Budget Approval;
Presubmission Conference.

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Presubmission Conference” has been
approved by the Office of Management
and Budget (OMB) under the Paperwork
Reduction Act of 1995.

FOR FURTHER INFORMATION CONTACT:
Denver Presley, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—-1472.

SUPPLEMENTARY INFORMATION: In the
Federal Register of August 18, 2004 (69
FR 51162), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. 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. OMB has now approved the
information collection and has assigned
OMB control number 0910-0555. The
approval expires on November 30, 2007.

Dated: December 6, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04—27292 Filed 12—13-04; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 2004N-0525]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Reports of
Corrections and Removals

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain
information by the agency. Under the
Paperwork Reduction Act of 1995 (the
PRA), Federal agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information including each proposed
extension of an existing collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice solicits comments on
information collection requirements for
reports of corrections and removals.
DATES: Submit written or electronic
comments on the collection of
information by February 14, 2005.
ADDRESSES: Submit electronic
comments on the collection of
information to: http://www.fda.gov/
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dockets/ecomments. Submit written
comments on the collection of
information to the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. All
comments should be identified with the
docket number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT:
Peggy Robbins, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—-1223.
SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal
agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB

for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on these topics: (1) Whether
the proposed collection of information
is necessary for the proper performance
of FDA’s functions, including whether
the information will have practical
utility; (2) the accuracy of FDA'’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (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 on
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology.

Reports of Corrections and
Removals—21 CFR Part 806 (OMB
Control Number 0910-0359)—Extension

The collection of information required
under the reports of corrections and
removals, part 806, (21 CFR part 806)
implements section 519(f) of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 360i(f)), as amended by the
Food and Drug Modernization Act of

1997 (FDAMA) (21 U.S.C. 301) (Public
Law 105-115).

Each device manufacturer or importer
under § 806.10 shall submit a written
report to FDA of any action initiated to
correct or remove a device to reduce a
risk to health posed by the device, or to
remedy a violation of the act caused by
the device which may present a risk to
health, within 10 working days of
initiating such correction or removal.

Each device manufacturer or importer
of a device who initiates a correction or
removal of a device that is not required
to be reported to FDA under § 806.20
shall keep a record of such correction or
removal.

The information collected in the
reports of corrections and removals will
be used by FDA to identify marketed
devices that have serious problems and
to ensure that defective devices are
removed from the market. This will
assure that FDA has current and
complete information regarding these
corrections and removals and to
determine whether recall action is
adequate.

Respondents to this collection of
information are manufacturers and
importers of medical devices.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN!

No. of Annual Frequency Total Annual Hours per
21 CFR Section Respondents per Response Responses Response Total Hours
806.10 482 1 482 10 4,820
Total 4,820
1There are no capital costs or operating and maintenance costs associated with this collection of information.
TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN'
No. of Annual Frequency Hours per
21 CFR Section Recordkeepers per Recordkeeping Toé{zzlcgr:g:al Record Total Hours
806.20 143 1 143 10 1,430
Total 1,430

1There are no capital costs or operating and maintenance costs associated with this collection of information.

In 2001, when preparing the earlier
package for approval of the information
collection requirements in part 806,
FDA reviewed the reports of corrections
and removals submitted in the previous
3 years under part 7 (21 CFR part 7) (the
agency’s recall provisions). FDA has
determined that estimates of the
reporting burden in §§806.10 and
806.20 should be revised to reflect a
reduction of 29 percent for reports and

records submitted under part 7 due to
a decrease in recall actions. The time
needed to collect information has been
reduced by 4 hours per record due to
the implementation of a computerized
program for information collection
requirements in part 806.

Dated: December 6, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04—27293 Filed 12—13-04; 8:45 am]
BILLING CODE 4160-01-S
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