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Procurement Organizations, with an
expiration date of November 30, 2001.

Authority: Section 1138 of the Social
Security Act (42 U.S.C. 1320b–8).

(Catalog of Federal Domestic Assistance
Program No. 93.773, Medicare-Hospital
Insurance; Program No. 93.774, Medicare-
Supplementary Medical Insurance, and
Program No. 93.778, Medical Assistance
Program)

Dated: July 20, 2001.
Thomas A. Scully,
Administrator, Centers for Medicare &
Medicaid Services.
[FR Doc. 01–19438 Filed 8–2–01; 8:45 am]
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Alpharma, Inc.; Withdrawal of Approval
of NADA

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

SUMMARY: The Food and Drug
Administration (FDA) is withdrawing
approval of a new animal drug
application (NADA) held by Alpharma,
Inc. The NADA 111–637 provides for
use of tylosin Type A medicated articles
to make Type C medicated swine, beef
cattle, and chicken feeds. Alpharma,
Inc., holds NADA 46–415 that also
provides for use of tylosin Type A
medicated articles to make Type C
medicated swine, beef cattle, and
chicken feeds. Therefore, this
withdrawal of approval does not require
amending the animal drug regulations.
EFFECTIVE DATE: August 13, 2001.
FOR FURTHER INFORMATION CONTACT:
Mohammad I. Sharar, Center for
Veterinary Medicine (HFV–216), Food
and Drug Administration, 7500 Standish
Pl., Rockville, MD 20855, 301–827–
0159.

SUPPLEMENTARY INFORMATION: Alpharma,
Inc., One Executive Dr., P.O. Box 1399,
Fort Lee, NJ 07024, is sponsor of NADA
111–637. The NADA provides for use of
tylosin Type A medicated articles to
make Type C medicated swine, beef
cattle, and chicken feeds. The firm
requested that approval of the NADA be
withdrawn because the product is no
longer manufactured or marketed.

Therefore, under authority delegated
to the Commissioner of Food and Drugs
(21 CFR 5.10), and further redelegated to
the Center for Veterinary Medicine (21
CFR 5.84), and in accordance with 21

CFR 514.115Withdrawal of approval of
applications (21 CFR 514.115), notice is
given that approval of NADA 111–637
and all supplements and amendments
are withdrawn, effective August 13,
2001.

Alpharma, Inc., holds NADA 46–415
that also provides for use of tylosin
Type A medicated articles to make Type
C medicated swine, beef cattle, and
chicken feeds. Therefore, withdrawal of
approval of NADA 111–637 does not
require amending the animal drug
regulations in 21 CFR 558.625(b)(54).

Dated: July 6, 2001.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 01–19463 Filed 8–2–01; 8:45 am]
BILLING CODE 4160–01–F

DEPARTMENT OF HEALTH AND
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Draft ‘‘Guidance for FDA Reviewers:
Premarket Notification Submissions
for Automated Testing Instruments
Used in Blood Establishments;’’
Availability

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

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a draft document entitled
‘‘Guidance for FDA Reviewers:
Premarket Notification Submissions for
Automated Testing Instruments Used in
Blood Establishments’’ dated August
2001. The draft guidance document
provides an overview of the type of
information FDA reviewers should
expect to be included in premarket
notifications submitted to the Center for
Biologics Evaluation and Research
(CBER) for such devices and the
approach FDA reviewers should take in
reviewing premarket submissions for
automated instruments used for testing
in blood establishments. This
document, when finalized, is intended
for use by establishments that
manufacture blood and blood
components (e.g., in testing for blood
borne pathogens, blood grouping/
typing, pre-transfusion compatibility,
etc.).

DATES: Submit written comments on the
draft guidance to ensure their adequate
consideration in preparation of the final
document by November 1, 2001.
General comments on agency guidance
documents are welcome at any time.

ADDRESSES: Submit written requests for
single copies of the draft guidance to the
Office of Communication, Training, and
Manufacturers Assistance (HFM–40),
Center for Biologics Evaluation and
Research (CBER), Food and Drug
Administration, 1401 Rockville Pike,
Rockville, MD 20852–1448. Send one
self-addressed adhesive label to assist
the office in processing your requests.
The document may also be obtained by
mail by calling the CBER Voice
Information System at 1–800–835–4709
or 301–827–1800, or by fax by calling
the FAX Information System at 1–888–
CBER–FAX or 301–827–3844. See the
SUPPLEMENTARY INFORMATION section for
electronic access to the draft guidance
document.

Submit written comments on the
document to the Dockets Management
Branch (HFA–305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.
FOR FURTHER INFORMATION CONTACT:
Michael Anderson, Center for Biologics
Evaluation and Research (HFM–17),
Food and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852–
1448, 301–827–6210.
SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing the availability of
a draft document entitled ‘‘Guidance for
FDA Reviewers: Premarket Notification
Submissions for Automated Testing
Instruments Used in Blood
Establishments’’ dated August 2001.
The purpose of a premarket notification
(510(k)) submission is to demonstrate
that the medical device to be marketed
is substantially equivalent to a device
that is already legally marketed. The
draft guidance presents an overview of
the type of information FDA reviewers
should expect to be included in
premarket notifications submitted to
CBER for automated testing instruments
used for testing in blood establishments,
and clarifies the approach FDA
reviewers should take in reviewing
these types of premarket submissions.
These automated testing instruments are
routinely used for detection of blood
borne pathogens, blood grouping/
typing, and in pre-transfusion
compatibility testing.

This draft guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115; 65
FR 56468, September 19, 2000). This
draft guidance document represents the
agency’s current thinking on the review
of premarket notification submissions
for automated instruments used for
testing in blood establishments. It does
not create or confer any rights for or on
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any person and does not operate to bind
FDA or the public. An alternative
approach may be used if such approach
satisfies the requirement of the
applicable statutes and regulations.

II. Comments
This draft guidance document is being

distributed for comment purposes only
and is not intended for implementation
at this time. Interested persons may
submit to the Dockets Management
Branch (address above) written
comments regarding this draft guidance
document. Submit written comments to
ensure adequate consideration in
preparation of the final document by
November 1, 2001. Two copies of any
comments are to be submitted, except
individuals may submit one copy.
Comments should be identified with the
docket number found in the brackets in
the heading of this document. A copy of
the document and received comments
are available for public examination in
the Dockets Management Branch
between 9 a.m. and 4 p.m., Monday
through Friday.

III. Electronic Access

Persons with access to the Internet
may obtain the document at either http:/
/www.fda.gov/cber/guidelines.htm or
http://www.fda.gov/ohrms/dockets/
default.htm.

Dated: June 29, 2001.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 01–19462 Filed 8–2–01; 8:45 am]
BILLING CODE 4160–01–S
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Administration

National Vaccine Injury Compensation
Program List of Petitions Received

AGENCY: Health Resources and Services
Administration, HHS.
ACTION: Notice.

SUMMARY: The Health Resources and
Services Administration (HRSA) is
publishing this notice of petitions
received under the National Vaccine
Injury Compensation Program (‘‘the
Program’’), as required by section
2112(b)(2) of the Public Health Service
(PHS) Act, as amended. While the
Secretary of Health and Human Services
is named as the respondent in all
proceedings brought by the filing of
petitions for compensation under the
Program, the United States Court of
Federal Claims is charged by statute

with responsibility for considering and
acting upon the petitions.
FOR FURTHER INFORMATION CONTACT: For
information about requirements for
filing petitions, and the Program in
general, contact the Clerk, United States
Court of Federal Claims, 717 Madison
Place, NW., Washington, DC 20005,
(202) 219–9657. For information on
HRSA’s role in the Program, contact the
Director, National Vaccine Injury
Compensation Program, 5600 Fishers
Lane, Room 8A–46, Rockville, MD
20857; (301) 443–6593.
SUPPLEMENTARY INFORMATION: The
Program provides a system of no-fault
compensation for certain individuals
who have been injured by specified
childhood vaccines. Subtitle 2 of title
XXI of the PHS Act, 42 U.S.C. 300aa–
10 et seq., provides that those seeking
compensation are to file a petition with
the U.S. Court of Federal Claims and to
serve a copy of the petition on the
Secretary of Health and Human
Services, who is named as the
respondent in each proceeding. The
Secretary has delegated his
responsibility under the Program to
HRSA. The Court is directed by statute
to appoint special masters who take
evidence, conduct hearings as
appropriate, and make initial decisions
as to eligibility for, and amount of,
compensation.

A petition may be filed with respect
to injuries, disabilities, illnesses,
conditions, and deaths resulting from
vaccines described in the Vaccine Injury
Table (the Table) set forth at section
2114 of the PHS Act or as set forth at
42 CFR 100.3, as applicable. This Table
lists for each covered childhood vaccine
the conditions which will lead to
compensation and, for each condition,
the time period for occurrence of the
first symptom or manifestation of onset
or of significant aggravation after
vaccine administration. Compensation
may also be awarded for conditions not
listed in the Table and for conditions
that are manifested after the time
periods specified in the Table, but only
if the petitioner shows that the
condition was caused by one of the
listed vaccines.

Section 2112(b)(2) of the PHS Act, 42
U.S.C. 300aa–12(b)(2), requires that the
Secretary publish in the Federal
Register a notice of each petition filed.
Set forth below is a list of petitions
received by HRSA on April 2, 2001,
through June 27, 2001.

Section 2112(b)(2) also provides that
the special master ‘‘shall afford all
interested persons an opportunity to
submit relevant, written information’’
relating to the following:

1. The existence of evidence ‘‘that
there is not a preponderance of the
evidence that the illness, disability,
injury, condition, or death described in
the petition is due to factors unrelated
to the administration of the vaccine
described in the petition,’’ and

2. Any allegation in a petition that the
petitioner either:

(a) ‘‘Sustained, or had significantly
aggravated, any illness, disability,
injury, or condition not set forth in the
Table but which was caused by’’ one of
the vaccines referred to in the Table, or

(b) ‘‘Sustained, or had significantly
aggravated, any illness, disability,
injury, or condition set forth in the
Table the first symptom or
manifestation of the onset or significant
aggravation of which did not occur
within the time period set forth in the
Table but which was caused by a
vaccine’’ referred to in the Table.

This notice will also serve as the
special master’s invitation to all
interested persons to submit written
information relevant to the issues
described above in the case of the
petitions listed below. Any person
choosing to do so should file an original
and three (3) copies of the information
with the Clerk of the U.S. Court of
Federal Claims at the address listed
above (under the heading ‘‘For Further
Information Contact’’), with a copy to
HRSA addressed to Director, Bureau of
Health Professions, 5600 Fishers Lane,
Room 8–05, Rockville, MD 20857. The
Court’s caption (Petitioner’s Name v.
Secretary of Health and Human
Services) and the docket number
assigned to the petition should be used
as the caption for the written
submission.

Chapter 35 of title 44, United States
Code, related to paperwork reduction,
does not apply to information required
for purposes of carrying out the
Program.

List of Petitions

1. Jessica Zlotnick, Boca Raton, Florida,
Court of Federal Claims Number 01–
0187V

2. Karen Karibian, New York, New York,
Court of Federal Claims Number 01–
0188V

3. Marilyn Timony on behalf of Trisha
Timony, Old Bridge, New Jersey,
Court of Federal Claims Number 01–
0189V

4. Gwen Hennessey on behalf of Thomas
D. Hennessey, Chanhassen,
Minnesota, Court of Federal Claims
Number 01–0190V

5. Deborah Rosales-Elkins, Austin,
Texas, Court of Federal Claims
Number 01–0191V

VerDate 11<MAY>2000 21:37 Aug 02, 2001 Jkt 194001 PO 00000 Frm 00040 Fmt 4703 Sfmt 4703 E:\FR\FM\03AUN1.SGM pfrm07 PsN: 03AUN1


		Superintendent of Documents
	2023-05-04T20:38:09-0400
	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




