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will depend upon the specific meeting
involved. The dates and times reserved
for the separate portions of each
committee meeting are listed above.

The open public hearing portion of
the meeting(s) shall be at least 1 hour
long unless public participation does
not last that long. It is emphasized,
however, that the 1 hour time limit for
an open public hearing represents a
minimum rather than a maximum time
for public participation, and an open
public hearing may last for whatever
longer period the committee
chairperson determines will facilitate
the committee’s work.

Public hearings are subject to FDA'’s
guideline (subpart C of 21 CFR part 10)
concerning the policy and procedures
for electronic media coverage of FDA'’s
public administrative proceedings,
including hearings before public
advisory committees under 21 CFR part
14. Under 21 CFR 10.205,
representatives of the electronic media
may be permitted, subject to certain
limitations, to videotape, film, or
otherwise record FDA'’s public
administrative proceedings, including
presentations by participants.

Meetings of advisory committees shall
be conducted, insofar as is practical, in
accordance with the agenda published
in this Federal Register notice. Changes
in the agenda will be announced at the
beginning of the open portion of a
meeting.

Any interested person who wishes to
be assured of the right to make an oral
presentation at the open public hearing
portion of a meeting shall inform the
contact person listed above, either orally
or in writing, prior to the meeting. Any
person attending the hearing who does
not in advance of the meeting request an
opportunity to speak will be allowed to
make an oral presentation at the
hearing’s conclusion, if time permits, at
the chairperson’s discretion.

The agenda, the questions to be
addressed by the committee, and a
current list of committee members will
be available at the meeting location on
the day of the meeting.

Transcripts of the open portion of the
meeting may be requested in writing
from the Freedom of Information Office
(HFI1-35), Food and Drug
Administration, 5600 Fishers Lane, rm.
12A-16, Rockville, MD 20857,
approximately 15 working days after the
meeting, at a cost of 10 cents per page.
The transcript may be viewed at the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
12420 Parklawn Dr., rm. 1-23,
Rockville, MD 20857, approximately 15
working days after the meeting, between
the hours of 9 a.m. and 4 p.m., Monday

through Friday. Summary minutes of
the open portion of the meeting may be
requested in writing from the Freedom
of Information Office (address above)
beginning approximately 90 days after
the meeting.

The Commissioner has determined for
the reasons stated that those portions of
the advisory committee meetings so
designated in this notice shall be closed.
The Federal Advisory Committee Act
(FACA) (5 U.S.C. app. 2, 10(d)), permits
such closed advisory committee
meetings in certain circumstances.
Those portions of a meeting designated
as closed, however, shall be closed for
the shortest possible time, consistent
with the intent of the cited statutes.

The FACA, as amended, provides that
a portion of a meeting may be closed
where the matter for discussion involves
a trade secret; commercial or financial
information that is privileged or
confidential; information of a personal
nature, disclosure of which would be a
clearly unwarranted invasion of
personal privacy; investigatory files
compiled for law enforcement purposes;
information the premature disclosure of
which would be likely to significantly
frustrate implementation of a proposed
agency action; and information in
certain other instances not generally
relevant to FDA matters.

Examples of portions of FDA advisory
committee meetings that ordinarily may
be closed, where necessary and in
accordance with FACA criteria, include
the review, discussion, and evaluation
of drafts of regulations or guidelines or
similar preexisting internal agency
documents, but only if their premature
disclosure is likely to significantly
frustrate implementation of proposed
agency action; review of trade secrets
and confidential commercial or
financial information submitted to the
agency; consideration of matters
involving investigatory files compiled
for law enforcement purposes; and
review of matters, such as personnel
records or individual patient records,
where disclosure would constitute a
clearly unwarranted invasion of
personal privacy.

Examples of portions of FDA advisory
committee meetings that ordinarily shall
not be closed include the review,
discussion, and evaluation of general
preclinical and clinical test protocols
and procedures for a class of drugs or
devices; consideration of labeling
requirements for a class of marketed
drugs or devices; review of data and
information on specific investigational
or marketed drugs and devices that have
previously been made public;
presentation of any other data or
information that is not exempt from

public disclosure pursuant to the FACA,
as amended; and, deliberation to
formulate advice and recommendations
to the agency on matters that do not
independently justify closing.

This notice is issued under section
10(a)(1) and (a)(2) of the Federal
Advisory Committee Act (5 U.S.C. app.
2), and FDA'’s regulations (21 CFR part
14) on advisory committees.

Dated: May 9, 1997.

Michael A. Friedman,

Deputy Commissioner for Operations.

[FR Doc. 97-12725 Filed 5-14-97; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Advisory Committee; Notice of Meeting

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

This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). The meeting will be open to the
public.

Name of Committee: Oncologic Drugs
Advisory Committee.

General Function of the Committee:
To provide advice and
recommendations to the agency on FDA
regulatory issues.

Date and Time: The meeting will be
held on June 23, 1997, 8:30 a.m. to 4:30
p.m., and June 24, 1997, 9 a.m. to 4:30
p.m. An open public hearing portion is
scheduled from 8:30 a.m. to 9:30 a.m. on
June 23, 1997.

Location: Holiday Inn—Bethesda,
Versailles Ballrooms | and 11, 8120
Wisconsin Ave., Bethesda, MD.

Contact Person: Jannette O’Neil-
Gonzalez or Robinette Taylor, Center for
Drug Evaluation and Research (HFD—
21), Food and Drug Administration,
5600 Fishers Lane, Rockville, MD
20857, 301-443-5455, or FDA Advisory
Committee Information Line, 1-800—
741-8138 (301-443-0572 in the
Washington, DC area), code 12542.
Please call the Information Line for up-
to-date information on this meeting.

Agenda: On June 23, 1997, the
committee will discuss: (1) New drug
application (NDA) 20-709 for
Zyrkamine™ (mitoguazone
dihydrochloride, ILEX Oncology),
indicated for treatment of AIDS
(acquired immune deficiency
syndrome)-related non-Hodgkin’s
lymphoma in patients who have been
previously treated with at least one
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potentially curative regimen; and (2)
NDA 20-262/S-022 for TaxolO for
Injection Concentrate (paclitaxel,
Bristol-Myers Squibb Pharmaceutical
Research Institute), indicated for
second-line treatment of AIDS-related
Kaposi’s sarcoma. On June 24, 1997, the
committee will discuss: (1) NDA 20-794
for Liazal™ Tablets (liarozole fumarate,
Janssen Research Foundation), indicated
for treatment of advanced prostate
cancer in patients who relapsed after
first-line hormonal therapy; and (2)
drafts of the FDA ““Guidance for
Industry: Providing Clinical Evidence of
Effectiveness for Human Drug and
Biological Products” and the FDA
“Guidance for Industry: FDA Approval
of New Cancer Treatment Uses for
Marketed Drug and Biological
Products.” These documents are
available on the internet at http://
www.fda.gov/cder/guidance/htm or
submit written requests for single copies
to the Drug Information Branch (HFD—
210), Center for Drug Evaluation and
Research, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857.

Procedure: The meeting is open to the
public. Interested persons may present
data, information, or views, orally or in
writing, on issues pending before the
committee. Written submissions may be
made to the contact person by June 6,
1997. Those desiring to make formal
presentations should notify the contact
person before June 6, 1997, and submit
a brief statement of the general nature of
the evidence or arguments they wish to
present, the names and addresses of
proposed participants, and an
indication of the approximate time
required to make their presentation.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: May 9, 1997.
Michael A. Friedman,
Deputy Commissioner for Operations.
[FR Doc. 97-12726 Filed 5-14-97; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration
[HCFA-565 and HCFA-2384]

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.

1. Type of Information Collection
Request: Extension of a currently
approved collection; Title of
Information Collection: Medicare
Qualification Statement for Federal
Employees; Form No.: HCFA-565; Use:
This form is completed by individuals
filing for hospital insurance (HI)
benefits (Part A) based upon their
federal employment. This information is
necessary to determine if HCFA/SSA
can use federal employment prior to
1983 to qualify for free Part A.
Frequency: One time only; Affected
Public: Federal Government and
Individuals or Households; Number of
Respondents: 4,300; Total Annual
Hours: 731.

2. Type of Information Collection
Request: Reinstatement, without change,
of a previously approved collection for
which approval has expired; Title of
Information Collection: Third Party
Premium Billing Request, 42 CFR 408.6;
Form No.: HCFA-2384; Use: The Third
Party Premium Billing Request is used
as an authorization to designate that a
family member or other interested party
receive the Medicare Premium Bill and
pay it on behalf of a Medicare
beneficiary. Frequency: On occasion;
Affected Public: Individuals or
Households; Number of Respondents:
15,000; Total Annual Hours: 6,250.

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.

Dated: May 7, 1997.

Edwin J. Glatzel,

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

[FR Doc. 97-12764 Filed 5-14-97; 8:45 am]

BILLING CODE 4120-03-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Indian Health Service

Reimbursement Rates for Calendar
Year 1997

Notice is given that the Director of
Indian Health Service, under the
authority of sections 321(a) and 322(b)
of the Public Health Service Act (42
U.S.C. 248(a) and 249(b)) and section
601 of the Indian Health Care
Improvement Act (25 U.S.C. 1601), has
approved the following reimbursement
rates for inpatient and outpatient
medical care in facilities operated by the
Indian Health Service for Calendar Year
1997: Medicare, and Medicaid
Beneficiaries and Beneficiaries of other
Federal Agencies. Also, with respect to
Medicaid inpatient rates, Indian Health
Service Facilities may elect to receive
payments for physician services by
meeting those requirements under an
approved State Medicaid plan.

Inpatient Hospital Per Diem Rate
(Excludes Physician Services)

$760 (Lower 48 States)

$963 (Alaska)

Medicare Part B Inpatient Ancillary Per
Diem Rate

$419 (Lower 48 States)

$529 (Alaska)

Outpatient Per Visit Rate

$152 (Lower 48 States)
$241 (Alaska)

Outpatient Surgery Rate (Medicare
Only)

Established rates for freestanding
Ambulatory Surgery Centers Consistent
with previous annual rate revisions,
these rates will be effective for services
provided on/or after January 1, 1997.



		Superintendent of Documents
	2023-05-06T09:47:56-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




