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maintain the assets that are being
divested (as well as the “crown jewel”
assets) in their current condition and
provide gas gathering services on the
same terms and conditions available to
customers on March 1, 2000, until the
assets are sold.

The purpose of this analysis is to
invite public comment concerning the
consent order. This analysis is not
intended to constitute an official
interpretation of the agreement and
order or to modify their terms in any
way.

By direction of the Commission.

Donald S. Clark,

Secretary.

[FR Doc. 00-8771 Filed 4—7-00; 8:45 am]
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Agency for Healthcare Research and
Quality

Notice of Meeting

In accordance with section 10(d) of
the Federal Advisory Committee Act (5
U.S.C., Appendix 2), announcement is
made of a Special Emphasis Panel
meeting.

A Special Emphasis panel (SEP) is a
committee of a few experts selected to
conduct scientific reviews of
applications related to their areas of
expertise. The committee members are
drawn from a list of experts and
designated to serve for particular
individual meetings rather than for
extended fixed terms of services.

Substantial segments of the upcoming
SEP meeting listed below will be closed
to the public in accordance with the
Federal Advisory Committee Act,
section 10(d) of 5 U.S.C., Appendix 2
and 5 U.S.C., 552b (c)(6). Grant
applications are to be reviewed and
discussed at this meeting. These
discussions are likely to include
personal information concerning
individuals associated with the
applications. This information is
exempt from mandatory disclosure
under the above-cited statutes.

Name of SEP: Understanding the
Eliminating Minority Health Disparities.

Date: May 1-2, 2000 (Open from 8 a.m. to
8:15 a.m. and closed for remainder of the
meeting).

Place: Doubletree Hotel, 1750 Rockville
Pike, Conference TBD, Rockville, Maryland
20852.

Contact Person: Anyone wishing to obtain
a roster of members or minutes of the
meeting should contact Ms. Jenny Griffith,
Committee management Officer, Office of

Research Review, Education and Policy,
AHRQ, 2101 East Jefferson Street, Suite 400,
Rockville, Maryland 20852, Telephone (301)
594-1847.

Agenda items for this meeting are subject
to change as priorities dictate.

Dated: March 29, 2000.
John M. Eisenberg,
Director.
[FR Doc. 00-8842 Filed 4-7-00; 8:45 am)]
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 99P-4848]

Determination That Carbinoxamine
Maleate 4 Milligrams per 5 Cubic
Centimeters Elixir Was Not Withdrawn
From Sale for Reasons of Safety or
Effectiveness

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) has determined
that carbinoxamine maleate (Clistin) 4
milligrams (mg) per 5 cubic centimeters
(cc) elixir was not withdrawn from sale
for reasons of safety or effectiveness.
This determination will allow FDA to
approve abbreviated new drug
applications (ANDA'’s) for
carbinoxamine maleate 4 mg per 5 cc
elixir.

FOR FURTHER INFORMATION CONTACT:
Mary E. Catchings, Center for Drug
Evaluation and Research (HFD-7), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20855, 301-594—
2041.

SUPPLEMENTARY INFORMATION: In 1984,
Congress enacted the Drug Price
Competition and Patent Term
Restoration Act of 1984 (Public Law 98—
417) (the 1984 amendments), which
authorized the approval of duplicate
versions of drug products approved
under an ANDA procedure. ANDA
sponsors must, with certain exceptions,
show that the drug for which they are
seeking approval contains the same
active ingredient in the same strength
and dosage form as the “listed drug,”
which is a version of the drug that was
previously approved. Sponsors of
ANDA'’s do not have to repeat the
extensive clinical testing otherwise
necessary to gain approval of a new
drug application (NDA). The only
clinical data required in an ANDA are
data to show that the drug that is the

subject of the ANDA is bioequivalent to
the listed drug.

The 1984 amendments included what
is now section 505(j)(6) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
355(j)(6)), which requires FDA to
publish a list of all approved drugs.
FDA publishes this list as part of the
‘“Approved Drug Products with
Therapeutic Equivalence Evaluations,”
generally known as the “Orange Book.”
Under FDA regulations, drugs are
withdrawn from the list if the agency
withdraws or suspends approval of the
drug’s NDA or ANDA for reasons of
safety or effectiveness, or if FDA
determines that the listed drug was
withdrawn from sale for reasons of
safety or effectiveness (21 CFR 314.162).
Under §314.161(a)(1) (21 CFR
314.161(a)(1)) the agency must make a
determination as to whether a listed
drug was withdrawn from sale for
reasons of safety or effectiveness before
an ANDA that refers to that listed drug
may be approved. FDA may not approve
an ANDA that does not refer to a listed
drug.

In a citizen petition dated October 8,
1999 (Docket No. 99P—4848/CP1),
submitted under 21 CFR 314.122,
Mikart, Inc., requested that the agency
determine whether carbinoxamine
maleate (Clistin) 4 mg per 5 cc elixir
was withdrawn from sale for reasons of
safety or effectiveness. Carbinoxamine
maleate (Clistin) 4 mg per 5 cc elixir
was the subject of approved NDA 8-955.
In the Federal Register of April 5, 1985
(50 FR 13661), FDA withdrew approval
of NDA 8-955 for Clistin Elixir after
McNeil Pharmaceutical notified the
agency that Clistin Elixir was no longer
being marketed under NDA 8-955 and
requested the withdrawal of that
application.

FDA has reviewed its records and,
under § 314.161, has determined that
carbinoxamine maleate 4 mg per 5 cc
elixir was not withdrawn from sale for
reasons of safety or effectiveness.
Accordingly, the agency will list
carbinoxamine maleate 4 mg per 5 cc
elixir in the “Discontinued Drug
Product List” section of the Orange
Book. The “Discontinued Drug Product
List” identifies, among other items, drug
products that have been discontinued
from marketing for reasons other than
safety or effectiveness. ANDA'’s that
refer to carbinoxamine maleate 4 mg per
5 cc elixir as the listed drug may be
approved by the agency.

Dated: April 3, 2000.

Margaret M. Dotzel,

Acting Associate Commissioner for Policy.
[FR Doc. 00-8715 Filed 4-7-00; 8:45 am]
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