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information collections must be mailed
within 30 days of this notice directly to
the OMB desk officer:

OMB Human Resources and Housing
Branch, Attention: Brenda Aguilar,
New Executive Office Building, Room
10235, Washington, DC 20503.

Dated: May 22, 2002.
John P. Burke, III,

Paperwork Reduction Act Team Leader, CMS
Reports Clearance Officer, CMS Office of
Information Services, Security and Standards
Group, Division of CMS Enterprise Standards.
[FR Doc. 02—13866 Filed 6—3—02; 8:45 am]

BILLING CODE 4120-03-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Submission for OMB review; comment
request

Title: Child and Family Services Plan,
Annual Progress and Services Report,
and Budget Request

OMB No.: 0980-0047

Description: Under title IV-B,
subparts 1 and 2, of the Social Security
Act, States and Indian Tribes are to
submit a five year Child and Family
Services Plan, an Annual Progress and
Services Report (APSR), and an annual
budget request and estimated

expenditure report (CFS—101). The plan
is used by States and Indian Tribes to
develop and implement services, and
describe coordination efforts with other
Federal, state and local programs. The
APSR is used to provide updates and
changes in the goals and services under
the five year plan. The CFS—-101 will be
submitted annually with the APSR to
apply for appropriated funds for the
next fiscal year. The CFSP also includes
the required State plans under Section
106 of the Child Abuse Prevention and
Treatment Act and section 477 of title
IV-E, the Chafee Foster Care
Independence Program.

Respondents: 300
Annual Burden Estimates:

Number of re-
Instrument Number of sponses A\égrna%gubrgr- Total burden
respondent per rg:?][t)ond- per response hours

(01 ] = PP P R URSPPRO 300 1 500 150,000/5 =
30,000

APSR ettt e et e e b ebeeeneenes 300 1 270 81,000
[ S 1 10 U SURRUPR TSP 300 1 5 1,500
Estimated Total Annual Burden HOUIS: .........ccocvieiiiiiiiiiiee e 112,500

Additional Information: Copies of the
proposed collection may be obtained by
writing to the Administration for
Children and Families, Office of
Information Services, 470 L’Enfant
Promenade, SW., Washington, DC
20447, Attn: ACF Reports Clearance
Officer.

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, 725 17th Street, NW.,
Washington, DC 20503, Attn: Desk
Officer for ACF.

Dated: May 29, 2002.
Bob Sargis,
Reports Clearance Officer.
[FR Doc. 02—-13880 Filed 6—3—-02; 8:45 am]
BILLING CODE 4104-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 02D-0124]

Draft Guidance for Industry: Notifying
FDA of Fatalities Related to Blood
Collection or Transfusion; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a draft guidance
document entitled “Guidance for
Industry: Notifying FDA of Fatalities
Related to Blood Collection or
Transfusion” dated June 2002. The draft
guidance document, when finalized, is
intended to provide recommendations
to blood collection or transfusion
facilities on reporting fatalities related
to blood or blood component collection
or blood transfusion to FDA’s Center for
Biologics Evaluation and Research
(CBER).

DATES: Submit written or electronic
comments on the draft guidance to
ensure their adequate consideration in
preparation of the final document by
September 3, 2002. General comments
on agency guidance documents are
welcome at any time.

ADDRESSES: Submit written requests for
single copies of the draft guidance to the
Office of Communication, Training, and
Manufacturers Assistance (HFM-40),
Center for Biologics Evaluation and
Research, Food and Drug
Administration, 1401 Rockville Pike,
Rockville, MD 20852—-1448. Send one
self-addressed adhesive label to assist
the office in processing your requests.
The document may also be obtained by
mail by calling the CBER Voice
Information System at 1-800—-835-4709
or 301-827-1800, or by fax by calling
the FAX Information System at 1-888—
CBER-FAX or 301-827-3844. See the
SUPPLEMENTARY INFORMATION section for
electronic access to the draft guidance
document.

Submit written or electronic
comments on the document to the
Dockets Management Branch (HFA—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852. Submit electronic comments
to http://www.fda.gov/dockets/
ecomments.

FOR FURTHER INFORMATION CONTACT:
Valerie A. Butler, Center for Biologics
Evaluation and Research (HFM-17),
Food and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852—
1448, 301-827—-6210.
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SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing the availability of
a draft document entitled ““ Guidance
for Industry: Notifying FDA of Fatalities
Related to Blood Collection or
Transfusion” dated June 2002. Under 21
CFR 606.170(b), fatalities related to
blood collection or transfusion are
required to be reported to CBER. The
draft guidance document is intended to
provide recommendations to a blood
collection or transfusion facility on
reporting fatalities related to blood or
blood component collection or blood
transfusion to CBER.

This draft guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115).
This draft guidance document
represents the agency’s current thinking
on this topic. It does not create or confer
any rights for or on any person and does
not operate to bind FDA or the public.
An alternative approach may be used if
such approach satisfies the requirement
of the applicable statutes and
regulations.

II. Comments

This draft document is being
distributed for comment purposes only
and is not intended for implementation
at this time. Interested persons may
submit to the Dockets Management
Branch (see ADDRESSES) written or
electronic comments regarding this draft
guidance document. Submit written or
electronic comments to ensure adequate
consideration in preparation of the final
document by September 3, 2002. Two
copies of any written comments are to
be submitted, except individuals may
submit one copy. Comments should be
identified with the docket number
found in the brackets in the heading of
this document. A copy of the document
and received comments are available for
public examination in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

II1. Electronic Access

Persons with access to the Internet
may obtain the document at either http:/
/www.fda.gov/cber/guidelines.htm or
http://www.fda.gov/ohrms/dockets/
default.htm.

Dated: April 26, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—13860 Filed 6—3—-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

[CFDA Number: 93.576]

Office of Refugee Resettlement (ORR)
Announcement for Services to
Refugees 1

AGENCY: Office of Refugee Resettlement
(ORR), ACF, DHHS.

ACTION: Request for applications for
projects to support services for recently
arrived refugees and ethnic community
organizations. This notice announces
two of the four Categories of the ORR
Standing Announcement for Services to
Recently Arrived Refugees published in
the Federal Register on May 9, 2001 (66
FR 23705).

SUMMARY: This ORR Announcement
invites submission of grant applications
for funding, on a competitive basis, in
two categories of the ORR Standing
Announcement for Services to Recently
Arrived Refugees: Category 2—
Unanticipated Arrivals, to provide
services to unanticipated arrivals, i.e.,
refugees who have been resettled in
unexpected numbers in communities
where linguistically or culturally
appropriate services for these refugees
do not exist and Category 4—Ethnic
Community Self-Help to connect
refugees and their communities with
community resources.

DATE: The closing date for applications
is July 5, 2002.

Announcement Availability: The
program announcement and the
application materials are available from
Sue Benjamin and Marta Brenden,
Office of Refugee Resettlement (ORR),
370 L’Enfant Promenade SW.,
Washington, DC 20447 and from the
ORR Web site at www.acf.dhhs.gov/
programs/orr.

FOR FURTHER INFORMATION CONTACT:
Category 2—Sue Benjamin at (202) 401—

1Eligibility for refugee social services is limited
to persons who meet all requirements of 45 CFR
400.43 (as amended by 65 F.R. 1540, March 22,
2000) including: (1) Cuban and Haitian entrants
under section 501 of the Refugee Education
Assistance Act of 1980 (Pub. L. 96—422); (2) certain
Amerasians from Vietnam who are admitted to the
U.S. as immigrants under section 584 of the Foreign
Operations, Export Financing, and Related
Programs Appropriations Act, as included in the FY
1988 Continuing Resolution (Pub. L. 100-202); and
(3) certain Amerasians from Vietnam, including
U.S. citizens, under Title II of the Foreign
Operations, Export Financing, and Related
Programs Appropriations Act of 1989 (Pub. L. 100-
461), 1990 (Pub. L. 101-167), and 1991 (Pub. L.
101-513). For convenience, the term “refugee” is
used in this notice to encompass all such eligible
persons.

4851 or SBenjamin@acf.hhs.gov and
Category 4—Marta Brenden at (202)
205-3589 or MBrenden@acf.hhs.gov.

SUPPLEMENTARY INFORMATION: This
program announcement consists of four
parts:

Part I: Background, legislative
authority, funding availability, CFDA
Number, eligible applicants, project and
budget periods, and for each of the four
categories—program purpose and
objectives, allowable activities, and
review criteria.

Part II: The Review Process—
intergovernmental review, initial ACF
screening, competitive review and
evaluation criteria.

Part III: The Application—application
forms, application submission and
deadlines, certifications, assurances and
disclosures required for non-
construction programs, general
instructions for preparing a full project
description, and length of applications.

Part IV: Post-award—applicable
regulations, treatment of program
income, and reporting requirements.

Paperwork Reduction Act of 1995
(Pub. L. 104-13): Public reporting
burden for this collection of information
is estimated to average 16 hours per
response, including the time for
reviewing instructions, gathering and
maintaining the data needed, and
reviewing the collection of information.
The following information collections
are included in the program
announcement: OMB Approval No.
0970-0139, ACF UNIFORM PROJECT
DESCRIPTION (UPD) attached as
Appendix A, which expires 12/30/03
and OMB Approval No. 0970-0036,
ORR Quarterly Performance Report
(QPR) and Schedule C which expire 7/
31/02. 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.

Part I: Background

The ORR Director, as stated in the
Standing Announcement for Services to
Recently Arrived Refugees notice
published in the Federal Register on
May 9, 2001 (66 FR 23705), may invite
applications outside of the proposed
closing dates, if necessary, to respond to
the needs of an imminently arriving
refugee population. For this reason, the
ORR Director intends to support under
this announcement unanticipated
arrivals of refugees in U.S. communities.
The ORR Director also intends to
support refugee ethnic community and
faith-based organizations with this
announcement.
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