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response rate in patients with chronic
atrial fibrillation.

Because of the approval of NDA 20–
405, digoxin tablets are now eligible for
ANDA’s under section 505 of the act.
Therefore, by this notice, FDA is lifting
the stay for submitting ANDA’s for
digoxin products for oral use.

This notice reaffirms FDA’s previous
determination that digoxin products for
oral use are new drugs requiring
approved applications for marketing.
Because the new drug status of digoxin
has already been established by notice-
and-comment rulemaking, the agency is
not providing a formal procedure for the
submission of claims that a particular
digoxin product for oral use is not
subject to the new drug provision of the
act. (Cf. 62 FR 43535, August 14, 1997
(oral levothyroxine sodium;
determination of new drug status).)

III. Conditions for Approval and
Marketing

On September 30, 1997, FDA
approved NDA 20–405 for Lanoxin
Tablets (62.5, 125, 187.5, 250, 375, and
500 micrograms) held by Glaxo
Wellcome Inc. for the indications listed
above.

Approval of an NDA under section
505(b) of the act and § 314.50 (21 CFR
314.50) or an ANDA under section
505(j) of the act and § 314.94 (21 CFR
314.94) is required as a condition for
marketing all digoxin products for oral
use. Such an ANDA should use Glaxo’s
NDA 20–405 as the reference listed
drug.

Elsewhere in this issue of the Federal
Register, FDA is publishing a proposed
rule to revoke § 310.500, thus
eliminating the conditions for marketing
digoxin products for oral use
established by that regulation.

Inquiries regarding procedures for
obtaining approval of NDA’s should be
directed to the Division of Cardio-Renal
Drug Products (HFD–110), Center for
Drug Evaluation and Research, Food
and Drug Administration, 5600 Fishers
Lane, Rockville, Maryland 20857, 301–
594–5300.

Inquiries regarding procedures for
obtaining approval of ANDA’s should be
directed to the Office of Generic Drugs
(HFD–600), Center for Drug Evaluation
and Research, Food and Drug
Administration, 7500 Standish Pl.,
Rockville, Maryland 20855, 301–827–
5845.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(secs. 502, 505 (21 U.S.C. 352, 355).

Dated: November 15, 2000.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 00–29998 Filed 11–22–00; 8:45 am]
BILLING CODE 4160–01–F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration

[HCFA–2118–CN]

Medicare, Medicaid, and CLIA
Programs; Continuance of the
Approval of COLA as a CLIA
Accreditation Organization; Correction

AGENCY: Health Care Financing
Administration (HCFA), HHS.

ACTION: Correction notice.

SUMMARY: In the October 31, 2000 issue
of the Federal Register (65 FR 64966),
we published a notice announcing the
continued approval of COLA (formerly
the Commission on Office Laboratory
Accreditation) as an accreditation
organization for laboratories under the
Clinical Laboratory Improvement
Amendments of 1988 (CLIA) program.
This document corrects a technical error
that appeared in that document.

EFFECTIVE DATE: The notice published on
October 31, 2000 (64 FR 64966) is
effective for the period October 31, 2000
through December 31, 2002.

FOR FURTHER INFORMATION CONTACT: Val
Coppola, (410) 786–3531.

SUPPLEMENTARY INFORMATION:

I. Background

In FR Doc. 00–27956 of October 31,
2000 (65 FR 64966), there was one
technical error. The error relates to our
inadvertently placing an incorrect
effective date in section II (Notice of
Continued Approval of COLA as an
Accreditation Organization) of the
Federal Register document. That date is
inconsistent with the correct effective
date, as presented in the EFFECTIVE DATE
section of the October 31, 2000 notice.

II. Correction of Error

In FR Doc. 00–27956 of October 31,
2000 (65 FR 64966), make the following
correction:

On page 64966, in the third column,
in the first full paragraph, remove
‘‘August 31, 2002’’ and in its place add
‘‘December 31, 2002’’.

Authority: Section 353 of the Public Health
Service Act (42 U.S.C. 263a).

Dated: November 17, 2000.
Brian P. Burns,
Deputy Assistant Secretary for Information
Resources Management.
[FR Doc. 00–29992 Filed 11–22–00; 8:45 am]
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SUMMARY: This Notice identifies
unutilized, underutilized, excess, and
surplus Federal property reviewed by
HUD for suitability for possible use to
assist the homeless.
FOR FURTHER INFORMATION CONTACT:
Clifford Taffet, room 7266, Department
of Housing and Urban Development,
451 Seventh Street SW, Washington, DC
20410; telephone (202) 708–1234; TTY
number for the hearing- and speech-
impaired (202) 708–2565 (these
telephone numbers are not toll-free), or
call the toll-free Title V information line
at 1–800–927–7588.
SUPPLEMENTARY INFORMATION: In
accordance with 24 CFR part 581 and
section 501 of the Stewart B. McKinney
Homeless Assistance Act (42 U.S.C.
11411), as amended, HUD is publishing
this Notice to identify Federal buildings
and other real property that HUD has
reviewed for suitability for use to assist
the homeless. The properties were
reviewed using information provided to
HUD by Federal landholding agencies
regarding unutilized and underutilized
buildings and real property controlled
by such agencies or by GSA regarding
its inventory of excess or surplus
Federal property. This Notice is also
published in order to comply with the
December 12, 1988 Court Order in
National Coalition for the Homeless v.
Veterans Administration, No. 88–2503–
OG (D.D.C.).

Properties reviewed are listed in this
Notice according to the following
categories: Suitable/available, suitable/
unavailable, suitable/to be excess, and
unsuitable. The properties listed in the
three suitable categories have been
reviewed by the landholding agencies,
and each agency has transmitted to
HUD: (1) Its intention to make the
property available for use to assist the
homeless, (2) its intention to declare the
property excess to the agency’s needs, or
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