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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Head Start Bureau; Advisory
Committee on Head Start Research
and Evaluation; Meeting

AGENCY: Administration for Children,
Youth and Families, ACF, DHHS.

ACTION: Notice of meeting; Advisory
Committee on Head Start Research and
Evaluation.

SUMMARY: The 1998 Head Start
Reauthorization (42 U.S.C. 9844(g);
section 649(g)(1) of the Head Start Act,
as amended) called on the Secretary of
Health and Human Services to form an
independent panel of experts (i.e., an
Advisory Committee) to offer advice
concerning research designs that would
provide a national analysis of the
impact of Head Start Programs. The July
26–27, 1999 meeting will be the last of
three meetings of the Advisory
Committee that will culminate in a
report to the Secretary due September
30, 1999.

DATES: July 26, 1999, 9 a.m.–5 p.m. and
July 27, 1999, 9 a.m.–5 p.m.

PLACE: Holiday Inn Hotel and Suites,
625 First Street, Alexandria, VA 22314.

SUPPLEMENTARY INFORMATION: This
meeting is open to the public and is
barrier free. Meeting records will also be
open to the public and will be kept at
the Switzer Building located at 330 ‘‘C’’
Street, SW, Washington, DC 20447. The
Head Start Bureau also intends to make
material related to this meeting
available on the Head Start web site
http://www2.acf.dhhs.gov/programs/
hsb. An interpreter for the deaf and
hearing impaired will be available upon
advance request by calling Ellsworth
Associates at 703/821–3090 (ext. 282).

FOR FURTHER INFORMATION CONTACT:
Deborah Roderick Stark at 301/889–
0430 for substantive information. ACF
Office of Public Affairs at 202/401–9215
for press inquiries. Ellsworth Associates
at 703/821–3090 (ext. 282) for logistical
information.

Dated: July 1, 1999.

Patricia Montoya,
Commissioner, Administration on Children,
Youth and Families.
[FR Doc. 99–17237 Filed 7–6–99; 8:45 am]

BILLING CODE 4184–01–M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 97D–0268]

Guidance for Industry on Container
Closure Systems for Packaging Human
Drugs and Biologics; Chemistry,
Manufacturing, and Controls
Documentation; Availability

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

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a guidance for industry
entitled ‘‘Container Closure Systems for
Packaging Human Drugs and Biologics;
Chemistry, Manufacturing, and Controls
Documentation.’’ This guidance
provides recommendations on the
container closure systems information
that applicants should provide to the
Center for Drug Evaluation and Research
(CDER) and the Center for Biologics
Evaluation and Research (CBER) in
support of new drug applications,
abbreviated new drug applications,
biologics license applications, and
supplements to these applications.
DATES: Written comments may be
submitted at any time.
ADDRESSES: Copies of this guidance for
industry are available on the Internet at
‘‘http://www.fda.gov/cder/guidance/
index.htm’’ or ‘‘http://www.fda.gov/
cber/guidelines.htm’’. Submit written
requests for single copies of the
guidance for industry to the Drug
Information Branch (HFD–210), Center
for Drug Evaluation and Research, Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, or to the
Office of Communication, Training and
Manufacturers Assistance (HFM–40),
Center for Biologics Evaluation and
Research, 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.
Submit written comments on the draft
guidance to the Dockets Management
Branch (HFA–305), Food and Drug
Administration, 5630 Fishers Lane, rm
1061, Rockville, MD 20852.
FOR FURTHER INFORMATION CONTACT:

W. Mike Adams, Center for Drug
Evaluation and Research (HFD–
180), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301–827–
7310, or

John D. Finkbohner, Center for
Biologics Evaluation and Research

(HFM–676), Food and Drug
Administration, 1401 Rockville
Pike, Rockville, MD 20852, 301827–
3031.

SUPPLEMENTARY INFORMATION: FDA is
announcing the availability of a
guidance for industry entitled
‘‘Container Closure Systems for
Packaging Human Drugs and Biologics;
Chemistry, Manufacturing, and Controls
Documentation.’’ This guidance
provides recommendations on the
container closure system information
that applicants should provide to CDER
or CBER for initial applications and
supplements. In addition, the document
provides guidance on qualification and
quality control of packaging
components used for particular dosage
forms and routes of administration,
including the following: Drug products
for injection and ophthalmic drug
products, liquid-based oral and topical
drug products and topical delivery
systems, solid oral dosage forms and
powders for reconstitution, and other
dosage forms. This guidance supersedes
the agency’s ‘‘Guideline for Submitting
Documentation for Packaging for
Human Drugs and Biologics,’’ issued
February 1987.

This Level 1 guidance is being issued
consistent with FDA’s good guidance
practice (62 FR 8961, February 27,
1997). In the Federal Register of July 15,
1997 (62 FR 37925), FDA announced the
availability of a draft version of this
guidance. The July 1997 document gave
interested persons an opportunity to
submit comments through September
15, 1997. On September 5, 1997, in
response to requests from the public, the
agency extended the comment period
until November 14, 1997 (62 FR 46980).
All comments received during the
comment period have been carefully
reviewed and incorporated in this
revised guidance where appropriate. As
a result of public input during the
comment period, the final guidance is
clearer and more concise than the draft
version. The guidance represents the
agency’s current thinking on submitting
information in drug applications on
container closure systems used in
packaging human drugs and biologics. It
does not create or confer any rights for
or on any person and does not operate
to bind FDA or the public. An
alternative approach may be used if
such approach satisfies the
requirements of the applicable statute,
regulations, or both.

Interested persons may, at any time,
submit written comments on the
guidance to the Dockets Management
Branch (address above). Two copies of
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