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Dated: November 14, 2002.
Regina B. Schofield,
Director, Office of Intergovernmental Affairs.
[FR Doc. 02—29491 Filed 11-15-02; 2:06 pm]
BILLING CODE 4165-15-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Proposed Information Collection
Activity; Comment Request

Proposed Projects

Title: Native Employment Works
(NEW) Program Plan Guidance and
Program Report.

OMB No.: 0970-0174.

Description: The Native Employment
Works (NEW) program plan is the
application for NEW program funding.
As approved by the Department of

Health and Human Services (HHS), it
documents how the grantee will carry
out its NEW program. The NEW
program plan guidance specifies the
information needed to complete a NEW
program plan and explains the process
for plan submission every third year.
The NEW program report provides
information on the activities and
accomplishments of grantees’ NEW
programs. The NEW program report and
instructions specify the program data
that NEW grantees report annually.
Respondents: Federally-recognized
Indian tribes and tribal organizations
that are NEW program grantees:
Annual Burden Estimates:

Number of Average bur- Total burden
Instrument respondents Number of responses per respondent den hours per hours
p response (annually)
NEW program plan guidance .............cccco.e.... 26 | ONne, every 3 YEArS ....cccccvveeeeriireniieeeeieens 30 780
New program report .........cccocceveivveeeniiee e, 53 | One annually ........cccccovvviiiiiiiieniciiecneen 15 795

Estimated Total Annual Burden
Hours: 1575.

In compliance with the requirements
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Administration for Children and
Families is soliciting public comment
on the specific aspects of the
information collection described above.
Copes of the proposed collection of
information can be obtained and
comments may be forwarded 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.

The Department specifically requests
comments on: (a) Whether the proposed
collection of information is necessary
for the proper performance of the
functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the

proposed collection of information; (c)
the quality, utility, and clarity of the
information to be collected; and (d)
ways to minimize the burden of the
collection on respondents, including
through the use of automated collection
techniques or other forms of information
technology. Consideration will be given
to comments and suggestions submitted
within 60 days of this publication.

Dated: November 12, 2002.
Robert Sargis,
Reports Clearance Officer.
[FR Doc. 02—29225 Filed 11-18-02; 8:45 am]|
BILLING CODE 4184-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Proposed Information Collection
Activity; Comment Request

Proposed Projects

Title: Refugee Unaccompanied Minor
Placement Report, Refugee
Unaccompanied Minor Progress Report.

OMB No.: 0970-0034.

Description: The two reports collect
information necessary to administer the
refugee unaccompanied minor program.
The ORR-3 (Placement Report) is
submitted to ORR by the service
provider agency at initial placement and
whenever there is a change in the
child’s status, including termination
from the program. The ORR—4 is
submitted annually and records the
child’s progress toward the goals listed
in the child’s case plan.

Respondents. State governments.

Annual Burden Estimates:

Number of re- | Average bur-
Instrument rglsungﬁggr?tfs sponses per | den hours per TOt?]IO?JL:gden
p respondent response
12 15 417 75
12 60 .250 180

Estimated Total Annual Burden
Hours: 255.

In compliance with the requirements
of section 3506(c)(21)(A) of the
Paperwork Reduction Act of 1995, the
Administration for Children and

Families is soliciting public comment
on the specific aspects of the
information collection described above.
Copies of the proposed collection of
information can be obtained and
comments may be forwarded by writing

to the Administration for Children and
Families, Office of Administration,
Office of Information Services, 370
L’Enfant Promenade, SW., Washington,
DC 20477, Attn: ACF Reports Clearance
Officer. All requests should be
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identified by the title of the information
collection.

The Department specifically requests
comments on: (a) Whether the proposed
collection of information is necessary
for the proper performance of the
functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information; (c)
the quality, utility, and clarity of the
information to be collected; and (d)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques or
other forms of information technology.
Consideration will be given to
comments and suggestions submitted
within 60 days of this publication.

Dated: November 11, 2002.
Robert Sargis,
Reports Clearance Officer.
[FR Doc. 02—29226 Filed 11-18-02; 8:45 am]
BILLING CODE 4184-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 02N-0319]

Agency Information Collection
Activities; Submission for OMB
Review; Comment Request; Blood
Establishment Registration and
Product Listing, Form FDA 2830

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that the proposed collection of
information has been submitted to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.

DATES: Submit written comments on the
collection of information by December
19, 2002.

ADDRESSES: Submit written comments
on the collection of information to the
Office of Information and Regulatory
Affairs, OMB, New Executive Office
Bldg., 725 17th St. NW., rm. 10235,
Washington, DC 20503, Attn: Stuart
Shapiro, Desk Officer for FDA.

FOR FURTHER INFORMATION CONTACT:
JonnaLynn P. Capezzuto, Office of
Information Resources Management
(HFA-250), Food and Drug

Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—4659.
SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

Establishment Registration and Product
Listing, Form FDA 2830—21 CFR Part
607—(OMB Control Number 0910-
0052)—Extension

Under section 510 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
360), any person owning or operating an
establishment that manufactures,
prepares, propagates, compounds, or
processes a drug or device must register
with the Secretary of Health and Human
Services, on or before December 31 of
each year, his or her name, place of
business and all such establishments,
and submit, among other information, a
listing of all drug or device products
manufactured, prepared, propagated,
compounded, or processed by him or
her for commercial distribution. In part
607 (21 CFR part 607), FDA has issued
regulations implementing these
requirements for manufacturers of
human and products. Section 607.20(a)
requires certain establishments that
engage in the manufacture of products
to register and to submit a list of
products in commercial distribution.
Section 607.21 requires the
establishments entering into the
manufacturing of products to register
within 5 days after beginning such
operation and to submit a product
listing at that time. In addition,
establishments are required to register
annually between November 15 and
December 31 and update their product
listing every June and December.
Section 607.22 requires the use of Form
FDA 2830 for registration and product
listing. Section 607.25 indicates the
information required for establishment
registration and product listing. Section
607.26 requires certain changes to be
submitted as an amendment to the
establishment registration within 5 days
of such changes. Section 607.30 requires
establishments to update, as needed,
their product listing information every
June and at the annual registration.
Section 607.31 requires that additional
product listing information be provided
upon FDA request. Section 607.40
requires foreign product establishments
to register and submit the product
listing information, the name and
address of the establishment, and the
name of the individual responsible for
submitting product listing information.
Among other uses, this information

assists FDA in its inspections of
facilities, and its collection is essential
to the overall regulatory scheme
designed to ensure the safety of the
nation’s supply. Form FDA 2830,
Establishment Registration and Product
Listing, is used to collect this
information. The likely respondents are
banks, collection facilities, and
component manufacturing facilities.
FDA estimates the burden of this
collection of information based upon
the database and past experience of the
Center for Biologics Evaluation and
Research, Division of Applications in
regulatory establishment registration
and product listing. Most banks are
familiar with the regulations and
registration requirements to fill out this
form.

In the Federal Register of August 2,
2002 (67 FR 50445), FDA published a
60-day notice requesting public
comment on the information collection
provisions. One comment was received.
The comment agrees that the
information collection is necessary and
the Form FDA 2830 is helpful with the
registration process.

The comment stated that we
underestimated the hours per response
regarding the initial registration and
product listing update. The comment
stated that it might take up to 2 hours
to complete the initial registration and
0.5 hours to complete the product
listing update. We decline to change the
estimates based on our review of the
activities associated with completing
the form. Although it may take some
establishments longer to complete the
form, others may complete the form
more quickly. Since the reporting
burden includes an estimated average of
the time to complete the various
activities associated with the form, we
believe that the current burden
estimates accurately reflect the range of
time to complete the form.

The comment also requested that the
annual registration process be
automated so that each facility could
electronically submit the form, if they
desire to do so, and also requested that
we continue to send a hard copy of the
form and instructions as a reminder to
registrants to re-register. We are
currently in the process of setting up a
program for electronic registration. Use
of the electronic system will be
voluntary. We intend to continue
sending a hard copy of the form and
instructions for the foreseeable future.



