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physician services. CMS will use data
collected to determine if access
problems exist at all, where and why
problems may arise, whom they affect,
and what the consequences are for
Medicare beneficiaries. CMS will also
learn the extent to which physician
access problems are Medicare-specific.;
Frequency: One-time; Affected Public:
Individuals or Households; Number of
Respondents: 4,000; Total Annual
Responses: 4,000; Total Annual Hours:
958.

To obtain copies of the supporting
statement and any related forms for the
proposed paperwork collections
referenced above, access CMS’s Web
Site address at http://cms.hhs.gov/
regulations/pra/default.asp, 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 17, 2003.
Dawn Willinghan,

Acting, Paperwork Reduction Act Team
Leader, CMS Reports Clearance Officer, Office
of Strategic Operations and Strategic Affairs,
Division of Regulations Development and
Issuances.

[FR Doc. 03—-19103 Filed 7-25-03; 8:45 am]
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[Document Identifier: CMS-730 & CMS-80,
CMS-2649, and CMS-R-282]

Agency Information Collection
Activities: Proposed Collection;
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
(CMS)), 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.

1. Type of Information Collection
Request: Extension of a currently
approved collection; Title of
Information Collection: Employee
Building Pass Application and File;
Form No.: CMS-730 & CMS-80 (OMB#
0938-0812); Use: The purpose of this
system is to control United States
Government Building Passes issued to
all Centers for Medicare & Medicaid
Services (CMS) employees and non-
CMS employees who require continuous
access to CMS buildings in Baltimore
and other CMS and HHS Buildings;
Frequency: As needed; Affected Public:
Federal Government and Business or
other for-profit; Number of
Respondents: 2000; Total Annual
Responses: 2000; Total Annual Hours:
500.

2. Type of Information Collection
Request: Extension of a currently
approved collection; Title of
Information Collection: Request for
Reconsideration of Part A Medicare
Claims and Supporting Regulations in
42 CFR, 405.711; Form No.: CMS-2649
(OMB# 0938-0045); Use: Section 1869
of the Social Security Act authorizes a
hearing for any individual who is
dissatisfied with the intermediary’s
determination or amount of benefit
paid. This form is used so that a party
may request a reconsideration of the
initial determination; Frequency:
Monthly, Quarterly, Annually; Affected
Public: Individuals or Households and
Not-for-profit institutions; Number of
Respondents: 62,000; Total Annual
Responses: 62,000; Total Annual Hours:
15,500.

3. Type of Information Collection
Request: Extension of a currently
approved collection; Title of
Information Collection: Medicare +
Choice (M+C) Organization Appeals and
Grievance Data Disclosure Requirements
and Supporting Regulations in 42 CFR
422.64,422.111, and 422.560—422.626;
Form No.: CMS-R-282 (OMB# 0938—
0778); Use: M+C organizations will
collect information on appeals and
grievance dispositions to help CMS
monitor plan performance and to

provide information to beneficiaries to
help them make informed decisions
about their or potential health plans’
performance; Frequency: Semi-
Annually; Affected Public: Business or
other for-profit; Number of
Respondents: 214; Total Annual
Responses: 428; Total Annual Hours:
1284.

To obtain copies of the supporting
statement and any related forms for the
proposed paperwork collections
referenced above, access CMS’s Web site
address at http://cms.hhs.gov/
regulations/pra/default.asp, or E-mail
your request, including your address,
phone number, OMB number, and CMS
document identifier, to
Paperwork@cms.hhs.gov, or call the
Reports Clearance Office on (410) 786—
1326. Written comments and
recommendations for the proposed
information collections must be mailed
within 60 days of this notice directly to
the CMS Paperwork Clearance Officer
designated at the following address:
CMS, Office of Strategic Operations and
Regulatory Affairs, Division of
Regulations Development and
Issuances, Attention: Dawn Willinghan,
Room: C5-14-03, 7500 Security
Boulevard, Baltimore, Maryland 21244—
1850.

Dated: July 17, 2003.

Dawn Willinghan,

CMS Reports Clearance Officer, Division of
Regulations Development and Issuances,
Office of Strategic Operations and Strategic
Affairs.

[FR Doc. 03—-19104 Filed 7-25-03; 8:45 am)]
BILLING CODE 4120-03-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 1988N-0038]

Agency Information Collection
Activities; Announcement of OMB
Approval; Records and Reports
Concerning Experience With Approved
New Animal Drugs

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Records and Reports Concerning
Experience With Approved New Animal
Drugs” has been approved by the Office
of Management and Budget (OMB)
under the Paperwork Reduction Act of
1995.
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FOR FURTHER INFORMATION CONTACT:
Denver Presley, Office of Information
Resources Management (HFA—-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1472.

SUPPLEMENTARY INFORMATION: In the
Federal Register of May 5, 2003 (68 FR
23726), 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 0910-0284. The
approval expires on June 30, 2006. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: July 21, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03—19031 Filed 7—25-03; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 2003N-0318]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Procedures for the
Safe and Sanitary Processing and
Importing of Fish and Fishery Products

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
extending the existing reporting and
recordkeeping requirements for
processors and importers of fish and
fishery products.

DATES: Submit written or electronic
comments on the collection of
information by September 26, 2003.

ADDRESSES: Submit written comments
to the Division of Dockets Management
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Submit
electronic comments to http://
www.fda.gov/dockets/ecomments. 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: (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.

Procedures for the Safe Processing and
Importing of Fish and Fishery
Products—21 CFR Part 123 (OMB
Control Number 0910-0354)—Extension

FDA regulations in part 123 (21 CFR
part 123) mandate the application of
hazard analysis and critical control
point (HACCP) principles to the
processing of seafood. HACCP is a

preventive system of hazard control
designed to help ensure the safety of
foods. The regulations were issued
under FDA’s statutory authority to
regulate food safety, including section
402(a)(1) and (a)(4) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C.
342(a)(1) and (a)(4)), and became
effective on December 18, 1997.

Certain provisions in part 123 require
that processors and importers of seafood
collect and record information. The
HACCP records compiled and
maintained by a seafood processor
primarily consist of the periodic
observations recorded at selected
monitoring points during processing
and packaging operations, as called for
in a processor’s HACCP plan (e.g., the
values for processing times,
temperatures, acidity, etc., as observed
at critical control points). The primary
purpose of HACCP records is to permit
a processor to verify that products have
been produced within carefully
established processing parameters
(critical limits) that ensure that hazards
have been avoided. HACCP records are
normally reviewed by appropriately
trained employees at the end of a
production lot or at the end of a day or
week of production to verify that control
limits have been maintained, or that
appropriate corrective actions were
taken if the critical limits were not
maintained. Such verification activities
are essential to ensure that the HACCP
system is working as planned. A review
of these records during the conduct of
periodic plant inspections also permits
FDA to determine whether the products
have been consistently processed in
conformance with appropriate HACCP
food safety controls.

Section 123.12 requires that importers
of seafood products take affirmative
steps and maintain records that verify
that the fish and fishery products they
offer for import into the United States
were processed in accordance with the
HACCP and sanitation provisions set
forth in part 123. These records are also
to made available for review by FDA as
provided in § 123.12(c).

The time and costs of these
recordkeeping activities will vary
considerably among processors and
importers of fish and fishery products,
depending on the type and number of
products involved, and on the nature of
the equipment or instruments required
to monitor critical control points. The
burdens have been estimated using
typical small seafood processing firms
as a model because these firms represent
a significant proportion of the industry.

The burden estimate in table 1 of this
document includes only those
collections of information under the
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