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be found on the following Web site:
http://www.nih.gov/grants/funding/
phs398/phs398.html. The forms can be
found at http://www.nih.gov/grants/
funding/phs398/formsltoc.html.
Applicants are advised that FDA does
not adhere to the page limitations or the
type size and line spacing requirements
imposed by NIH on its applications.

B. Format for Application

Submission of the application must be
on Grant Application Form PHS 398
(Rev. 4/98). All ‘‘General Instructions’’
and ‘‘Specific Instructions’’ in the
application kit should be followed with
the exception of the receipt dates and
mailing label address. The face page of
the application should reflect the
request for applications number RFA–
FDA–CFSAN–2001–2.

Data included in the application, if
restricted with the legend specified
below, may be entitled to confidential
treatment as trade secret or confidential
commercial information within the
meaning of the Freedom of Information
Act (5 U.S.C. 552(b)(4)) and FDA’s
implementing regulations (21 CFR
20.61).

Information collection requirements
requested on Form PHS 398 and the
instructions have been submitted by
PHS to the Office of Management and
Budget (OMB) and were approved and
assigned OMB control number 0925–
0001.

C. Legend

Unless disclosure is required by the
Freedom of Information Act as amended
(5 U.S.C. 552) as determined by the
freedom of information officials of
DHHS or by a court, data contained in
the portions of this application that
have been specifically identified by
page number, paragraph, etc., by the
applicant as containing restricted
information shall not be used or
disclosed except for evaluation
purposes.

Dated: April 30, 2001.
William K. Hubbard,
Senior Associate Commissioner for Policy,
Planning, and Legislation.
[FR Doc. 01–11159 Filed 5–2–01; 8:45 am]
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SUMMARY: 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: Anesthetic and Life
Support Drugs Advisory Committee.

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

Date and Time: The meeting will be held
on June 14 and 15, 2001, 8 a.m. to 5 p.m.

Location: Holiday Inn, The Ballroom, Two
Montgomery Village Ave., Gaithersburg, MD.

Contact: Kimberly Topper, Center for Drug
Evaluation and Research (HFD–21), Food and
Drug Administration, 5600 Fishers Lane,
Rockville MD 20857, 301–827–7001, e-mail:
topperk@cder.fda.gov, FAX 301–827–6801,
or FDA Advisory Committee Information
Line, 1–800–741–8138 (301–443–0572 in the
Washington, DC area), code 12529. Please
call the Information Line for up-to-date
information on this meeting.

Agenda: On both days the committee will
discuss the medical use of opiate analgesics
in various patient populations, including
pediatric patients and patients with chronic
pain of nonmalignant etiology, as well as the
risk to benefit ratio of extending opiate
treatment into these populations. It will also
address concerns regarding the abuse
potential, diversion and increasing incidence
of addiction to opiate analgesics, especially
to the modified release opiate analgesics.

Procedure: 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 7, 2001.
Oral presentation from the public will be
scheduled between approximately 1 p.m. and
2 p.m each day. Time allotted for each
presentation may be limited. Those desiring
to make formal oral presentations should
notify the contact person before June 7, 2001,
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 requested to make their
presentation.

Background material from FDA will be
posted 24 hours before the meeting at the
Anesthetic and Life Support Drugs Advisory
Committee docket site at http://
www.fda.gov/ohrms/dockets/ac/
acmenu.htm. (Click on the year 2001 and
scroll down to Anesthetic and Life Support
Drugs meetings.) This is the same Web site
where you can find the minutes, transcript,
and slides from the meeting. This material is
generally posted about 3 weeks after the
meeting.

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

Dated: April 27, 2001.
Linda A. Suydam,
Senior Associate Commissioner.
[FR Doc. 01–11157 Filed 4–30–01; 4:16 pm]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a compliance policy
guide (CPG) entitled ‘‘Statement of
Policy for Labeling and Preventing
Cross-Contact of Common Food
Allergens.’’ This CPG is intended to set
forth FDA’s internal enforcement
priorities concerning undeclared food
allergens.

DATES: Submit written comments on
this CPG at any time.
ADDRESSES: Submit written requests for
single copies of the CPG entitled
‘‘Statement of Policy for Labeling and
Preventing Cross-Contact of Common
Food Allergens’’ to the Director,
Division of Compliance Policy (HFC–
230), Office of Enforcement, Food and
Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857. Send two
self-addressed adhesive labels to assist
that office in processing your request, or
fax your request to 301–827–0482. See
the SUPPLEMENTARY INFORMATION section
for electronic access to the document.

Submit written comments on the CPG
to the Dockets Management Branch
(HFA–305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.
FOR FURTHER INFORMATION CONTACT:

Technical questions concerning
allergens in foods: Kathy Gombas,
Office of Field Programs (HFS–615),
Center for Food Safety and Applied
Nutrition, Food and Drug
Administration, 200 C St. SW.,
Washington, DC 20204, 202–205–
4231, FAX 202–260–0136.

Questions concerning regulatory
actions: MaryLynn Datoc, Office of
Enforcement (HFC–230), Office of
Regulatory Affairs, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301–827–
0413, FAX 301–827–0482.

SUPPLEMENTARY INFORMATION:

I. Background

FDA has developed a CPG on FDA’s
internal enforcement process
concerning undeclared allergens in

VerDate 11<MAY>2000 17:55 May 02, 2001 Jkt 194001 PO 00000 Frm 00096 Fmt 4703 Sfmt 4703 E:\FR\FM\03MYN1.SGM pfrm10 PsN: 03MYN1


		Superintendent of Documents
	2010-07-17T01:33:44-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




