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necessity and utility of the proposed
information collection for the proper
performance of the agency’s functions;
(2) the accuracy of the estimated
burden; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) the use of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

Type of Information Collection
Request: Extension of a currently
approved collection; Title of
Information Collection: Medicare
Program Integrity Program
Organizational Conflict of Interest
Disclosure Certificate and Supporting
Regulations in 42 CFR 421.300 and
421.318; Form No.: CMS-R-232 (OMB
#0938-0723); Use: This information is
used to assess whether contractors who
perform, or who seek to perform,
Medicare Integrity Program functions,
such as medical review, fraud review or
cost audits, have organizational
conflicts of interest and whether any
conflicts have been resolved. The
entities providing the information will
be organizations that have been
awarded, or seek award of, a Medicare
Integrity Program contract; Frequency:
On occasion; Affected Public:
Businesses or other for profit; Number
of Respondents: 5; Total Annual
Responses: 5; Total Annual Hours:
1,000.

To obtain copies of the supporting
statement and any related forms for the
proposed paperwork collections
referenced above, access CMS Web site
address at http://www.hcfa.gov/regs/
prdact95.htm, or e-mail your request,
including your address, phone number,
OMB number, and CMS document
identifier, to Paperwork@hcfa.gov, or
call the Reports Clearance Office on
(410) 786—1326. Written comments and
recommendations for the proposed
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: July 23, 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—19502 Filed 8—1-02; 8:45 am]
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HUMAN SERVICES

Centers for Medicare and Medicaid
Services

[Document Identifier: CMS—R-65]

Agency Information Collection
Activities: Submission for OMB
Review; Comment Request

AGENCY: Centers for Medicare and
Medicaid Services, HHS.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Centers for Medicare and Medicaid
Services (CMS) (formerly known as the
Health Care Financing Administration
(HCFA), Department of Health and
Human Services, is publishing the
following summary of proposed
collections for public comment.
Interested persons are invited to send
comments regarding this burden
estimate or any other aspect of this
collection of information, including any
of the following subjects: (1) The
necessity and utility of the proposed
information collection for the proper
performance of the agency’s functions;
(2) the accuracy of the estimated
burden; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) the use of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

Type of Information Collection
Request: Extension of a currently
approved collection; Title of
Information Collection: Information
Collection Requirements in Final Peer
Review Organization Sanction
Regulations—42 CFR 1004.40, 1004.50,
1004.60, and 1004.70; Form No.: CMS—
R-65 (OMB# 0938—-0444); Use: This
final rule updates the procedures
governing the imposition and
adjudication of program sanctions
predicated on the recommendations of
Peer Review Organizations (PROs).
These changes are being made as a
result of statutory revisions designed to
address health care fraud and abuse
issues and the OIG sanction process;
Frequency: On occasion; Affected
Public: Not-for-profit institutions and
Business or other for-profit; Number of
Respondents: 53; Total Annual
Responses: 1,060; Total Annual Hours:
22,684.

To obtain copies of the supporting
statement and any related forms for the
proposed paperwork collections
referenced above, access CMS Web site
address at http://www.hcfa.gov/regs/
prdact95.htm, or e-mail your request,

including your address, phone number,
OMB number, and CMS document
identifier, to Paperwork@hcfa.gov, or
call the Reports Clearance Office on
(410) 786—1326. Written comments and
recommendations for the proposed
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: July 18, 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. 02-19503 Filed 8-1-02; 8:45 am]
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
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Agency Information Collection
Activities; Proposed Collection;
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 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
the information collection provisions
relating to the blood establishment
registration and product listing
requirements and Form FDA 2830.
DATES: Submit written or electronic
comments on the collection of
information by October 1, 2002.
ADDRESSES: Submit written comments
on the collection of information to the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852. Submit electronic comments
on the collection of information to
http://www.accessdata.fda.gov/scripts/
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oc/dockets/edockethome.cfm. All
comments should be identified with the
docket number found in brackets in the
heading of this document.
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: 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: (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.

Blood 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 blood and blood products.

Section 607.20(a) requires certain
establishments that engage in the
manufacture of blood products to
register and to submit a list of blood
products in commercial distribution.
Section 607.21 requires the
establishments entering into the
manufacturing of blood products to
register within 5 days after beginning
such operation and to submit a blood
product listing at that time. In addition,
establishments are required to register
annually between November 15 and
December 31 and update their blood
product listing every June and

December. Section 607.22 requires the
use of Form FDA 2830 for registration
and blood product listing. Section
607.25 indicates the information
required for establishment registration
and blood 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 blood product listing information
every June and at the annual
registration. Section 607.31 requires that
additional blood product listing
information be provided upon FDA
request. Section 607.40 requires foreign
blood product establishments to register
and submit the blood product listing
information, the name and address of
the establishment, and the name of the
individual responsible for submitting
blood 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 blood supply. Form FDA 2830,
Blood Establishment Registration and
Product Listing, is used to collect this
information. The likely respondents are
blood banks, blood collection facilities,
and blood 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 Blood
Applications in regulatory blood
establishment registration and product
listing. Most blood banks are familiar
with the regulations and registration
requirements to fill out this form.

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

21 CFR
Section

Form FDA
2830

No. of Respondents

Total Annual
Responses

Annual Frequency per
Response

Hours per Response Total Hours

607.20(a),
607.21,
607.22,
607.25,
and
607.40

607.21,
607.22,
607.25,
607.26,
607.31,
and
607.40

607.21,
607.25,
607.30,
607.31,
and
607.40

Initial Reg- 300

istration

Re-registra-
tion

2,867

Product 75
Listing
Update

1 300

1 2,867

1 300

0.5 1,434

0.25 19
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TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1—Continued
21 CFR Form FDA Annual Frequency per Total Annual
Section 2830 No. of Respondents Response Responses Hours per Response Total Hours
Total 1,753

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

Dated: July 26, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—19493 Filed 8—1-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Request for Nominations for Members
of Public Advisory Committee; Food
Advisory Committee

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is requesting
nominations for members to serve on
the Food Advisory Committee (the
Committee) in FDA’s Center for Food
Safety and Applied Nutrition (CFSAN)
and six subcommittees. Nominations
will be accepted for current vacancies
and vacancies that will or may occur on
the Committee during the next 12
months.

FDA has special interest in ensuring
that women, minority groups, and
individuals with disabilities are
adequately represented on advisory
committees and, therefore, encourages
nominations from these groups. Final
selection from among qualified
candidates for each vacancy will be
determined by the expertise required to
meet specific agency needs and in a
manner to ensure appropriate balance of
membership.

DATES: September 3, 2002.

ADDRESSES: All nominations for
membership should be sent to Catherine
M. DeRoever (see FOR FURTHER
INFORMATION CONTACT).

FOR FURTHER INFORMATION CONTACT:
Regarding all nominations for
membership: Catherine M. DeRoever,
Center for Food Safety and Applied
Nutrition (HFS-6), Food and Drug
Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740, 301—
436-2397, FAX 301-436—2633, e-mail:
Catherine.DeRoever@cfsan.fda.gov.

SUPPLEMENTARY INFORMATION: FDA is
requesting nominations for members to
serve on the advisory committees listed

below. Individuals should have
expertise in the activity of the
Committee. Vacancies will begin June
30, 2002.

Food Advisory Committee

The Committee provides advice
primarily to the Director, Center for
Food Safety and Applied Nutrition
(CFSAN), and as needed, to the
Commissioner of Food and Drugs (the
Commissioner), and other appropriate
officials, on emerging food safety, food
science, nutrition, and other food-
related issues that FDA considers of
primary importance for its food and
cosmetics program. The Committee may
be charged with reviewing and
evaluating available data and making
recommendations on matters such as
those relating to: (1) Broad scientific and
technical food or cosmetic related
issues, (2) the safety of new foods and
food ingredients, (3) labeling of foods
and cosmetics, (4) nutrient needs and
nutritional adequacy, and (5) safe
exposure limits for food contaminants.
The Committee also may be asked to
provide advice and make
recommendations on ways of
communicating to the public the
potential risks associated with these
issues and on approaches that might be
considered for addressing the issues.

The Committee was restructured on
July 28, 2000, to consist of a “parent”
Committee and four standing
Subcommittees. The Subcommittees are
as follows: (1) Additives and
Ingredients, (2) Contaminants and
Natural Toxicants, (3) Dietary
Supplements, and (4) Food
Biotechnology. Two additional
Subcommittees are being added to the
“parent” Committee: (1) Infant Formula,
and (2) Nutrition.

The purpose of the new
Subcommittees is to provide highly
specialized expertise in the review and
analysis of assigned topics. Meetings of
the subcommittees will be open to the
public except as otherwise determined
by the Commissioner or designee. The
Subcommittee’s findings, conclusions,
and recommendations will be reported
to the ““parent” Committee. As a general
matter, included in this report will be a
recommendation(s) from the
Subcommittee on the final disposition
of an assigned topic. Generally, matters

that cross-cut agency program areas will
fall under the purview of the “parent”
Committee. Issues relating to the
microbiological safety of food will be
addressed by the National Advisory
Committee on Microbiological Criteria
for Foods.

Criteria for Members

Persons nominated for membership
on the Committee shall be
knowledgeable in the fields of physical
sciences, biological and life sciences,
food science, risk assessment and other
relevant scientific and technical
disciplines. The agency particularly is
interested in considering candidates
with a comprehensive background in
food technology, molecular biology,
genetics, biotechnology, and a variety of
medical specialties, as many issues
brought before the Committee involve
medical or epidemiological impact on
nutrients, additives, contaminants, or
other constituents of the diet, such as
dietary supplements. The term of office
is up to 4 years.

The Committee includes technically
qualified members who are identified
with consumer interests and
representatives of industry interests.

Nomination Procedures

Interested persons may nominate one
or more qualified persons for
membership on the Committee.
Nominations shall state that the
nominee is willing to serve as a member
of the Committee and appears to have
no conflict of interest that would
preclude Committee membership.
Additionally, the nominee’s mailing
address, telephone number, and
curriculum vitae must accompany the
nomination. The agency cannot
guarantee further consideration of
nominations that do not include this
requested information. Potential
candidates will be asked by FDA to
provide detailed information concerning
such matters as financial holdings,
employment, consultancies, and
research grants and/or contracts to
permit evaluation of possible sources of
conflicts of interest.

Industry Representatives

Regarding nominations for members
representing industry interests, a letter
will be sent to each person or
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