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operation of a federal savings bank,
pursuant to § 225.25(b)(9) of the Board’s
Regulation Y. The proposed activity will
be conducted throughout the State of
Georgia.

Board of Governors of the Federal Reserve
System, January 30, 1995.
Jennifer J. Johnson,
Deputy Secretary of the Board.
[FR Doc. 95-2676 Filed 2—2-95; 8:45 am]
BILLING CODE 6210-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 95G-0009]

American Dairy Products Institute;

Filing of Petition for Affirmation of
GRAS Status

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that the American Dairy Products
Institute has filed a petition (GRASP
1G0371), proposing to affirm that whey
protein isolate and dairy product solids
are generally recognized as safe (GRAS)
as direct human food ingredients and to
broaden the specifications for reduced
lactose whey, reduced minerals whey,
and whey protein concentrate.

DATES: Written comments by April 4,
1995.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, rm. 1-23, 12420
Parklawn Dr., Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT:
Rudolph Harris, Center for Food Safety
and Applied Nutrition (HFS-207), Food
and Drug Administration, 200 C St. SW.,
Washington, DC 20204, 202-418-3090.

SUPPLEMENTARY INFORMATION: Under the
Federal Food, Drug, and Cosmetic Act
(secs. 201(s) and 409(b)(5) (21 U.S.C.
321(s) and 348(b)(5)) and the regulations
for affirmation of GRAS status in
§170.35 (21 CFR 170.35), notice is given
that the American Dairy Products
Institute, 130 North Franklin St.,
Chicago, IL., (c/o Keller and Heckman,
Washington, DC) has filed a petition
(GRASP 1G0371), proposing that whey
protein isolate and dairy product solids
be affirmed as GRAS for use as direct
human food ingredients, and to broaden
the specifications for reduced lactose
whey, reduced minerals whey, and
whey protein concentrate.

The petition has been placed on
display at the Dockets Management
Branch (address above).

Any petition that meets the
requirements outlined in §§170.30 (21
CFR 170.30) and 170.35 is filed by the
agency. There is no prefiling review of
the adequacy of data to support a GRAS
conclusion. Thus, the filing of a petition
for GRAS affirmation should not be
interpreted as a preliminary indication
of suitability for GRAS affirmation.

The potential environmental impact
of this action is being reviewed. If the
agency finds that an environmental
impact statement is not required and
this petition results in a regulation, the
notice of availability of the agency’s
finding of no significant impact and the
evidence supporting that finding will be
published with the regulation in the
Federal Register in accordance with 21
CFR 25.40(c).

Interested persons may, on or before
April 4, 1995, review the petition and
file comments with the Dockets
Management Branch (address above).
Two copies of any comments should be
filed and should be identified with the
docket number found in brackets in the
heading of this document. Comments
should include any available
information that would be helpful in
determining whether the substance is,
or is not, GRAS for the proposed use. In
addition, consistent with the regulations
promulgated under the National
Environmental Policy Act (40 CFR
1501.4(b)), the agency encourages public
participation by review of and comment
on the environmental assessment
submitted with the petition that is the
subject of this notice. A copy of the
petition (including the environmental
assessment) and received comments
may be seen in the Dockets Management
Branch between 9 a.m. and 4 p.m.,
Monday through Friday.

Dated: January 26, 1995.
Alan M. Rulis,
Acting Director, Office of Premarket
Approval, Center for Food Safety and Applied
Nutrition.
[FR Doc. 95-2629 Filed 2—2-95; 8:45 am]

BILLING CODE 4160-01-F

[Docket No. 95D-0004]

Vaginal Contraceptive Drug Products;
Guidance on Content of New Drug
Applications; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the

availability of a guidance document for
manufacturers of vaginal contraceptive
drug products entitled, “Guidance for
Development of Vaginal Contraceptive
Drugs.” This guidance document is
intended to facilitate the development
of data in support of new drug
applications (NDA'’s), which FDA has
proposed to require for all over-the-
counter (OTC) vaginal contraceptives.
ADDRESSES: Submit written requests for
single copies of the guidance document
entitled ““Guidance for Development of
Vaginal Contraceptive Drugs’ to the
Division of Metabolism and Endocrine
Drug Products (HFD-510), Center for
Drug Evaluation and Research, Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857. Requests
should be identified with the docket
number found in brackets in the
heading of this document. Send two
self-addressed adhesive labels to assist
that office in processing your requests.
The guidance document is available for
public examination in the Dockets
Management Branch (HFA-305), Food
and Drug Administration, Rm. 1-23,
12420 Parklawn Dr., Rockville, MD
20857, between 9 a.m. and 4 p.m.,
Monday through Friday.

FOR FURTHER INFORMATION CONTACT: Lisa
Stockbridge, Center for Drug Evaluation
and Research (HFD-510), Food and
Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-443—
3520.

SUPPLEMENTARY INFORMATION: FDA is
announcing the availability of a
guidance document entitled *“Guidance
for Development of Vaginal
Contraceptive Drugs’ on content of
NDA’s for manufacturers of vaginal
contraceptive drug products. As part of
FDA'’s ongoing review of OTC drug
products, the agency is publishing
elsewhere in this issue of the Federal
Register a proposed rule that addresses
OTC vaginal contraceptive drug
products. The preamble to that
proposed rule sets forth FDA’s
determination that the effectiveness of
OTC vaginal contraceptives is highly
variable and is dependent on final
formulation. Because in vitro testing
does not adequately predict the
effectiveness of these products, FDA is
proposing to call for the submission of
product-specific marketing applications
for vaginal contraceptives, including
effectiveness data obtained from clinical
studies of the products in their final
formulations.

The guidance document is intended
to assist manufacturers in the
preparation of NDA'’s for vaginal
contraceptive drug products. It
describes the chemistry, pharmacology,
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biopharmaceutic, and clinical
information required in support of these
applications for vaginal contraceptive
drug products.

Like other guidance issued by FDA,
this document states practices or
procedures that may be useful, but are
not legal requirements. Such guidance
represents the agency’s position at the
time of issuance. A person may follow
the guidance or may choose to follow
alternate practices or procedures. If a
person chooses to use alternate practices
or procedures, that person may wish to
discuss the matter further with the
agency to prevent an expenditure of
money and effort on activities that may
later be determined to be unacceptable
to FDA.

A guidance such as this does not bind
FDA, and it does not create or confer
any rights, privileges, or benefits for or
on any person. When a guidance states
a requirement imposed by statute or
regulation, however, the requirement is
law, and its force and effect are not
changed in any way by virtue of
inclusion in the guideline.

Dated: January 13, 1995.

William K. Hubbard,
Interim Deputy Commissioner for Policy.
[FR Doc. 95-2630 Filed 2—2-95; 8:45 am]
BILLING CODE 4160-01-F

Health Care Financing Administration

Public Information Collection
Requirements Submitted to the Office
of Management and Budget (OMB) for
Clearance

AGENCY: Health Care Financing
Administration, HHS.

The Health Care Financing
Administration (HCFA), Department of
Health and Human Services, has
submitted to OMB the following
proposals for the collection of
information in compliance with the
Paperwork Reduction Act (Public Law
96-511).

1. Type of Information Collection:
Reinstatement, without change, of a
previously approved collection; Type of
Review Requested: Regular submission;
Title of Information Collection:
Medicaid Eligibility Quality Control
(MEQC) Statistical Tables; Form No.:
HCFA-302-309; Use: The MEQC
statistical tables yield information
concerning Medicaid eligibility
payment error rates, which enable the
HCFA to identify patterns that can lead
to the misspending of Medicaid dollars;
Respondents: State or local
governments; Obligation to Respond:
Required to obtain or retain benefit;
Number of Respondents: 54; Total

Annual Responses: 108; Total Annual
Hours Requested: 175.5.

2. Type of Information Collection:
Reinstatement, without change, of a
previously approved collection; Type of
Review Requested: Regular submission;
Title of Information Collection:
Transmittal and Notice of Approval of
State Plan Material; Form No.: HCFA-
179; Use: The HCFA-179 is used by
State agencies to transmit State plan
material to HCFA for approval prior to
amending their State plans;
Respondents: State or local
governments; Obligation to Respond:
Required to obtain or retain benefit;
Number of Respondents: 57; Total
Annual Responses: 22; Total Annual
Hours Requested: 1254.

Additional Information or Comments:
Call the Reports Clearance Office on
(410) 966-5536 for copies of the
clearance request packages. Written
comments and recommendations for the
proposed information collections
should be sent within 30 days of this
notice directly to the OMB Desk Officer
designated at the following address:
OMB Human Resources and Housing
Branch, Attention: Allison Eydt, New
Executive Office Building, Room 10235,
Washington, D.C. 20503.

Dated: January 26, 1995.
Kathleen B. Larson,
Director, Management Planning and Analysis
Staff, Office of Financial and Human
Resources, Health Care Financing
Administration.
[FR Doc. 95-2636 Filed 2—2—-95; 8:45 am]
BILLING CODE 4120-03-P

Public Information Collection
Requirements Submitted to the Office
of Management and Budget (OMB) for
Clearance

AGENCY: Health Care Financing
Administration, HHS.

The Health Care Financing
Administration (HCFA), Department of
Health and Human Services (HHS), has
submitted to OMB the following
proposals for the collection of
information in compliance with the
Paperwork Reduction Act (Public Law
96-511).

1. Type of Information Collection:
New; Type of Review Requested:
Regular Submission; Title of
Information Collection: Criteria for
Medicare Coverage of Lung Transplants;
Form No.: HCFA-R-170; Use: Medicare
participating hospitals must file an
application to be approved for coverage
and payment of lung transplants
performed on Medicare beneficiaries;
Respondents: Business or other for
profit; Total Annual Responses: 15;

Number of Respondents: 15; Total
Annual Hours Requested: 1,800.

2. Type of Information Collection:
New; Type of Review Requested:
Regular Submission; Title of
Information Collection: Evaluation of
the Drug Use Review Demonstrations
Projects; Form No.: HCFA-R-171; Use:
The Omnibus Budget Reconciliation Act
of 1990 mandated drug utilization
review demonstration projects to test
the cost-effectiveness of both on-line
prospective drug utilization review and
payment to pharmacists for cognitive
services. The survey will determine the
attitudes, perceptions, and behavior of
pharmacists relative to the two services
mentioned. The survey is necessary to
evaluate complex behavorial
interactions; Respondents: Business or
other for profit; Total Annual
Responses: 670 (owner/manager) and
1,710 (pharmacist); Number of
Respondents: 670 (owner/manager) and
1,710 (pharmacist); Total Annual Hours
Requested: 55.61 (owner/manager) and
342.0 (pharmacist).

3. Type of Information Collection:
New; Type of Review Requested:
Regular Submission; Title of
Information Collection: Evaluation of
the Community Supported Living
Arrangements Program (CSLA); Form
No.: HCFA-R-172; Use: This survey
will collect data on a sample of 240
persons receiving Medicaid CSLA
services and about the agencies and
individuals providing those services to
them, in order to describe the nature,
adequacy, cost, and quality of CSLA
services, and the extent to which these
contribute to community inclusion,
desired lifestyles, health and safety, self-
determination, and choice;
Respondents: Business or other for
profit; Total Annual Responses: 720;
Number of Respondents: 240; Total
Annual Hours Requested: 560.

Additional Information or Comments:
Call the Reports Clearance Office on
(410) 966-5536 for copies of the
clearance request packages. Written
comments and recommendations for the
proposed information collections
should be sent within 30 days of this
notice directly to the OMB Desk Officer
designated at the following address:
OMB Human Resources and Housing
Branch, Attention: Allison Eydt, New
Executive Office Building, Room 10235,
Washington, D.C. 20503
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