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Note: CCDF Tribal Plans are submitted
biannually. This collection burden has been
calculated to reflect an annual burden.

Additional Information: Copies of the
proposed collection may be obtained by
writing to The Administration for
Children and Families, Office of
Information Services, 370 L’Enfant
Promenade, SW, Washington, DC 20447,
Attn: ACF Reports Clearance Officer.

OMB Comment: OMB is required to
make a decision concerning the
collection of information between 30
and 60 days after publication of this
document in the Federal Register.
Therefore, a comment is best assured of
having its full effect if OMB receives it
within 30 days of publication. Written
comments and recommendations for the
proposed information collection should
be sent directly to the following: Office
of Management and Budget, Paperwork
Reduction Project, 725 17th Street, NW,
Washington, DC 20503. Attn: Desk
Officer for ACF.

Dated: March 28, 2002.
Bob Sargis,
Reports Clearance Officer.
[FR Doc. 02—-8198 Filed 4—4-02; 8:45 am]
BILLING CODE 4184-01-M
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Food and Drug Administration
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Activities; Announcement of OMB
Approval; Rapid Response Surveys

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Rapid Response Surveys’ has been
approved by the Office of Management
and Budget (OMB) under the Paperwork
Reduction Act of 1995.

FOR FURTHER INFORMATION CONTACT:
Peggy Schlosburg, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1223.

SUPPLEMENTARY INFORMATION: In the
Federal Register of January 25, 2002 (67
FR 3722), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it

displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0457. The
approval expires on March 31, 2005. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: March 27, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—8192 Filed 4—4—-02; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 01N-0266]

Agency Information Collection
Activities; Announcement of OMB
Approval; Medical Device Registration
and Listing

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

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Medical Device Registration and
Listing” has been approved by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995.

FOR FURTHER INFORMATION CONTACT:
Peggy Schlosburg, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1223.

SUPPLEMENTARY INFORMATION: In the
Federal Register of October 16, 2001 (66
FR 52629), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0387. The
approval expires on March 31, 2005. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: March 27, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—-8194 Filed 4-4-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 01N-0277]

Agency Information Collection
Activities; Announcement of OMB
Approval; Reports of Corrections and
Removals

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Reports of Corrections and Removals”
has been approved by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995.
FOR FURTHER INFORMATION CONTACT:
Peggy Schlosburg, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1223.

SUPPLEMENTARY INFORMATION: In the
Federal Register of October 12, 2001 (66
FR 52140), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0359. The
approval expires on March 31, 2005. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: March 27, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—8229 Filed 4—4—-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Psychopharmacologic Drugs Advisory
Committee; Notice of Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
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(FDA). The meeting will be open to the
public.

Name of Committee:
Psychopharmacologic 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 May 10, 2002, from 8 a.m. to
4:30 p.m.

Location: Holiday Inn, Versailles
Ballroom, 8120 Wisconsin Ave.,
Bethesda, MD, 301-652—2000.

Contact Person: Sandra Titus, Center
for Drug Evaluation and Research (HFD—
21), Food and Drug Administration,
5600 Fishers Lane (for express delivery,
5630 Fishers Lane, rm. 1093), Rockville,
MD 20857, 301-827—-7001, e-mail:
Tituss@cder.fda.gov, or FDA Advisory
Committee Information Line, 1-800—
741-8138 (301-443-0572 in the
Washington, DC area), code 12544.
Please call the Information Line for up-
to-date information on this meeting.

Agenda: The committee will consider
the efficacy of new drug application
(NDA) 21431, acamprosate, (Lipha
Pharmaceuticals, Inc.) proposed for the
maintenance of abstinence from alcohol
in patients with alcohol dependence
who have withdrawn from alcohol and
want to maintain their abstinence. On
May 9, 2002, the background material
for this meeting will be posted at the
Psychopharmacologic Drugs Advisory
Committee docket site at http://
www.fda.gov/ohrms/dockets/ac/
acmenu.htm. (Click on the year “2002”
and scroll down to
“Psychopharmacologic Drugs Advisory
Committee”.)

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 May 1, 2002. Oral
presentations from the public will be
scheduled between approximately 1
p.m. and 2 p.m. Time allotted for each
presentation may be limited. Those
desiring to make formal oral
presentations should notify the contact
person before May 1, 2002, 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.

Persons attending FDA’s advisory
committee meetings are advised that the
agency is not responsible for providing
access to electrical outlets.

FDA welcomes the attendance of the
public at its advisory committee

meetings and will make every effort to
accommodate persons with physical
disabilities or special needs. If you
require special accommodations due to
a disability, please contact Sandra Titus
at least 7 days in advance of the
meeting.

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

Dated: March 27, 2002.
Linda A. Suydam,

Senior Associate Commissioner for
Communications and Constituent Relations.

[FR Doc. 02—8195 Filed 4—4—-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 02D-0011]

Medical Devices: Draft Guidance on
Class Il Special Controls Guidance
Document: Intraoral Devices for
Snoring and/or Obstructive Sleep
Apnea; Draft Guidance for Industry
and FDA; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of the draft guidance
entitled “Class II Special Controls
Guidance Document: Intraoral Devices
for Snoring and/or Obstructive Sleep
Apnea; Draft Guidance for Industry and
FDA.” This draft guidance document
was developed as a special control to
support the classification of intraoral
devices for snoring and intraoral devices
for snoring and obstructive sleep apnea
into class II and to provide guidance to
manufacturers attempting to establish
that their intraoral devices for snoring
and obstructive sleep apnea are
substantially equivalent to a predicate
device. Elsewhere in this issue of the
Federal Register, FDA is publishing a
proposed rule to classify these devices.
This draft guidance is neither final nor
is it in effect at this time.

DATES: Submit written or electronic
comments concerning this draft
guidance by July 5, 2002.

ADDRESSES: Submit written requests for
single copies on a 3.5" diskette of the
draft guidance document entitled “Class
II Special Controls Guidance Document:
Intraoral Devices for Snoring and/or
Obstructive Sleep Apnea; Draft
Guidance for Industry and FDA” to the
Division of Small Manufacturers,

International and Consumer Assistance
(HFZ-220), Center for Devices and
Radiological Health (CDRH), Food and
Drug Administration, 1350 Piccard Dr.,
Rockville, MD 20850. Send two self-
addressed adhesive labels to assist that
office in processing your request, or fax
your request to 301-443-8818. Submit
written comments concerning the draft
guidance to the Dockets Management
Branch (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Submit
electronic comments to http://
www.fda.gov/dockets/ecomments. See
the SUPPLEMENTARY INFORMATION section
for information on electronic access to
the guidance.

FOR FURTHER INFORMATION CONTACT:
Susan Runner, Center for Devices and
Radiological Health (HFZ—480), Food
and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850,
301-827-5283.

SUPPLEMENTARY INFORMATION:
I. Background

FDA is announcing the availability of
a draft guidance entitled “Class II
Special Controls Guidance Document:
Intraoral Devices for Snoring and/or
Obstructive Sleep Apnea; Draft
Guidance for Industry and FDA.”
Intraoral devices to treat snoring are
removable medical devices that are
fitted in the patient’s mouth to reduce
or eliminate snoring. In some cases the
devices may also be used to treat
obstructive sleep apnea. Currently,
intraoral devices for snoring and/or
sleep apnea are unclassified. FDA is
proposing to classify these devices into
class II. FDA intends that the draft
guidance document, if finalized, will
serve as the special control for intraoral
devices for snoring and/or obstructive
sleep apnea. The draft guidance
document offers recommendations to
the regulated industry and FDA staff
about the content and format of a
premarket notification submission
(510(k)) for such devices in order to
establish safety and effectiveness. The
draft guidance document is intended to
facilitate the assembly of necessary data,
maintain consistency of reviews, and
provide for a more efficient regulatory
process.

II. Significance of Guidance

The draft guidance represents the
agency’s current thinking on intraoral
devices for snoring and obstructive
sleep apnea. 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



