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clinical endpoints; (2) train laboratory
personnel in the use of the Amplicor
HIV-1 Monitor Test at Roche
Diagnostics corporate headquarters
training facility and at customers’
facilities to include discussions of the
basic principles of PCR nucleic acid
amplification, the design and
maintenance of a nucleic acid
amplification laboratory, management of
workflow, equipment maintenance, and
trouble shooting techniques; (3) provide
the agency with lot release test results
for the first three commercial lots of the
Amplicor HIV-1 Monitor Test, submit
lot release data for every third lot for a
period of 12 months postapproval, and
comply with agency determinations
regarding the need for submissions of
lot release data beyond the 1-year
postapproval period; and (4) develop
and provide physician and patient
educational materials to include
information on HIV infection, acquired
immune deficiency syndrome (AIDS),
anti-viral treatment modalities, viral
load testing, the Amplicor HIV-1
Monitor Test, and a statement that the
clinical significance of HIV-1 RNA
measurements has not been fully
established and that studies are in
progress to determine the role of HIV
RNA measurements.

A summary of the safety and
effectiveness data on which CBER based
its approval is on file in the Dockets
Management Branch (address above)
and is available from that office upon
written request. Requests should be
identified with the name of the device
and the docket number found in
brackets in the heading of this
document.

Opportunity for Administrative Review

Section 515(d)(3) of the act (21 U.S.C.
360e(d)(3)) authorizes any interested
person to petition, under section 515(g)
of the act, for administrative review of
CBER'’s decision to approve this
application. A petitioner may request
either a formal hearing under part 12 (21
CFR part 12) of FDA’s administrative
practices and procedures regulations or
a review of the application and CBER’s
action by an independent advisory
committee of experts. A petition is to be
in the form of a petition for
reconsideration under §10.33(b) (21
CFR 10.33(b)). A petitioner shall
identify the form of review requested
(hearing or independent advisory
committee) and shall submit with the
petition supporting data and
information showing that there is a
genuine and substantial issue of
material fact for resolution through
administrative review. After reviewing
the petition, FDA will decide whether to

grant or deny the petition and will
publish a notice of its decision in the
Federal Register. If FDA grants the
petition, the notice will state the issue
to be reviewed, the form of review to be
used, the persons who may participate
in the review, the time and place where
the review will occur, and other details.

Petitioners may, at any time on or
before January 16, 1997, file with the
Dockets Management Branch (address
above) two copies of each petition and
supporting data and information,
identified with the name of the device
and the docket number found in
brackets in the heading of this
document. Received petitions may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(secs. 515(d), 520(h) (21 U.S.C. 360e(d),
360j(h))) and under authority delegated
to the Commissioner of Food and Drugs
(21 CFR 5.10) and redelegated to the
Director, Center for Biologics Evaluation
and Research (21 CFR 5.53).

Dated: November 26, 1996.
Kathryn C. Zoon,

Director, Center for Biologics Evaluation and
Research.

[FR Doc. 96-31935 Filed 12-16-96; 8:45 am]
BILLING CODE 4160-01-F

Health Care Financing Administration
[HCFA-R-38]

Agency Information Collection
Activities: Proposed Collection;
Comment Request

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, 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 the 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: Revision of a currently

approved collection; Title of
Information Collection: Conditions of
Participation for Rural Health Clinics,
42 CFR 491.9 Subpart A; Form No.:
HCFA-R-38; Use: This information is
needed to determine if rural health
clinics meet the requirements for
approval for Medicare participation.
Frequency: Other (Initial application for
Medicare); Affected Public: Individuals
or Households; Business or other for
profit; Not for profit institutions; Farms;
Federal Government; and State, Local or
Tribal Government; Number of
Respondents: 3,076; Total Annual
Hours: 10,642.

To obtain copies of the supporting
statement for the proposed paperwork
collections referenced above, access
HCFA’s WEB SITE ADDRESS at http://
www.hcfa.gov/regs/prdact95.htm, or to
obtain the supporting statement and any
related forms, E-mail your request,
including your address and phone
number, 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 60 days of this notice directly to
the HCFA Paperwork Clearance Officer
designated at the following address:
HCFA, Office of Financial and Human
Resources, Management Analysis and
Planning Staff, Attention: Louis Blank,
Room C2-26-17, 7500 Security
Boulevard, Baltimore, Maryland 21244—
1850.

Date: December 9, 1996.
Edwin J. Glatzel,

Director, Management Analysis and Planning
Staff, Office of Financial and Human
Resources.

[FR Doc. 96-31907 Filed 12-16-96; 8:45 am]

BILLING CODE 4120-03-P

Health Resources and Services
Administration

Agency Information Collection
Activities: Proposed Collection:
Comment Request

In compliance with the requirement
of Section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995 for
opportunity for public comment on
proposed data collection projects, the
Health Resources and Services
Administration (HRSA) will publish
periodic summaries of proposed
projects being developed for submission
to OMB under the Paperwork Reduction
Act of 1995. To request more
information on the proposed project or
to obtain a copy of the data collection
plans and draft instruments, call the
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HRSA Reports Clearance Officer on
(301) 443-1129.

Comments are invited 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)
ways to enhance 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.

Proposed Project

Grants for Hospital Construction and
Modernization—Federal Right of
Recovery and Waiver of Recovery (42
CFR 124, Subpart H) (OMB No. 0915—
0099)—Extension, no change—The
regulation known as ‘“‘Federal Right of
Recovery and Waiver of Recovery”,
provides a means for the Federal
Government to recover grant funds and
a method of calculating interest when a
grant-assisted facility under Title VI and
XVI is sold or leased, or there is a

change in use of the facility. It also
allows for a waiver of the right of
recovery under certain circumstances.
Facilities are required to provide written
notice to the Federal Government when
such a change occurs, and to provide
copies of sales contracts, lease
agreements, estimates of current assets
and liabilities, value of equipment,
expected value of land on the new
owner’s books and remaining
depreciation for all fixed assets involved
in the transactions, and other
information and documents pertinent to
the change of status.

Estimates of Annualized Hour Burden

Responses
Regulation rNumber of per Hours per Total burden
espondents respondent response hours
124.704 (D) @GN0 707 .o s 20 1 3 60

Send comments to Patricia Royston,
HRSA Reports Clearance Officer, Room
14-36, Parklawn Building, 5600 Fishers
Lane, Rockville, MD 20857. Written
comments should be received within 60
days of this notice.

Dated: December 11, 1996.
J. Henry Montes,

Associate Administrator for Policy
Coordination.

[FR Doc. 96-31933 Filed 12-15-96; 8:45 am]
BILLING CODE 4160-15-P

Office of Inspector General

Program Exclusions: November 1996

AGENCY: Office of Inspector General,
HHS.

ACTION: Notice of program exclusions.
During the month of November 1996,
the HHS Office of Inspector General
imposed exclusions in the cases set
forth below. When an exclusion is
imposed, no program payment is made
to anyone for any items or services
(other than an emergency item or
service not provided in a hospital
emergency room) furnished, ordered or
prescribed by an excluded party under
the Medicare, Medicaid, Maternal and

Child Health Services Block Grant and
Block Grants to States for Social
Services programs. In addition, no
program payment is made to any
business or facility, e.g., a hospital, that
submits bills for payment for items or
services provided by an excluded party.
Program beneficiaries remain free to
decide for themselves whether they will
continue to use the services of an
excluded party even though no program
payments will be made for items and
services provided by that excluded
party. The exclusions have national
effect and also apply to all Executive
Branch procurement and non-
procurement programs and activities.

Subject, city, state

Effective date

PROGRAM-RELATED CONVICTIONS

BRENNER-JONES, BARBARA, PHOENIX, AZ
CIMINELLO, ROBERT, COLUMBUS, OH
DELOWE, SARAH ELAINE, GOODYEAR, AZ .
GIBSON, BUFORD JR., PALOS VERDES, CA
HANSEN, JOSEPH M., LOGAN, UT
HARRIS, SHIRLEY, LEMMON, SD
HEARD, NOVELLA, SOUTHFIELD, MI
HERB, GREGORY W., SAN JOSE, CA
IGNACIO, AZUCENA C., HONOLULU, HI .
KIDD, FLOYD R., CORYDON, IN

KUTSCH, EUGENE, ALBANY, OR
LAO, VINCENTE P., PITTSBURG, CA ...
LAYMAN, BOBBY D., EWA BEACH, HI .
LONG, NAROEUN, SIGNAL HILL, CA ...
MACK, JOHN R., OSHKOSH, WI
MACK, RICHARD A., WAUPUN, WI
MOBLEY, CHARLES S., ZACHARY, LA ...
NELSON, SCOTT NEIL, ABILENE, TX ...
NEWBY, JEANETTE A., BOISE, ID

O’'DELL, DENNIS WILLIAM, COSTA MESA, CA .

PATTERSON, TERRY, SIOUX FALLS, SD ...
REVILLE, DONALD N., BORON, CA

SONGDEJ, NITIVADEE, ROWLAND HGTS, CA

KIRK, ARCHIE JAMES, REDONDO BEACH, CA
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12/11/96
12/09/96
12/09/96
12/11/96
12/11/96
12/11/96
12/12/96
12/12/96
12/11/96
12/09/96
12/12/96
12/12/96
12/12/96
12/09/96
12/11/96
12/11/96
12/11/96
12/11/96
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12/09/96
12/11/96
12/09/96
12/09/96
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