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ANNUAL BURDEN ESTIMATES—Continued

Number of re- | Average bur-
Respondents and activities rglsupnggggr?tfs sponses per den hogurs per TOt?]IO?JLr’;den
respondent response
Head Start Teachers: Participate in Refresher Training on Social-Emotional
Development RatiNgS .......ccoiiiiiieiiiiiie et 38,500 1 12 19,250
Head Start Teachers: Complete Social-Emotional Development Ratings ...... 38,500 11 Ve 70,583
Head Start Teachers: Complete Child Health Questions 38,500 11 V12 35,292
Head Start Staff: Complete Health and Safety of Program Questions .. 1,800 1 12 150
Head Start Staff: Enter Information on CBRS ........cccceooeiiiiieeeeeeceeeee e 1,800 1 3 2,700
Head Start Staff: Provide feedback on Computer-Assisted Child Assess-
ments and PDA ANSWET FOMMS .....ccooiiiiiiiiiieiie et 220 1 V12 18
Total Annual Burden ESHMALES ........ccccuviiiiiiiieiiiieee e ceciriieeeeees | eeeeeeseiineeeeeeeesiis | eeeeeiireneeeeeeesiinens | cevvreeeesssessisnennes 919,976

Copies of the proposed collection may Management and Budget Paperwork

be obtained by writing to the
Administration for Children and
Families, Office of Administration,
Office of Information Services, 370
L’Enfant Promenade, SW., Washington,
DC 20447, Attn: ACF Reports Clearance
Officer. All requests should be
identified by the title of the information
collection. E-mail address:
infocollection@acf.hhs.gov.

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 OBM 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

Reduction Project Attn: Desk Officer for

ACF E-mail address:

Katherin_T._Astrich@omb.eop.gov.
Dated: April 16, 2006.

Robert Sargis,

Reports Clearance Officer.

[FR Doc. 06—-3524 Filed 4—12-06; 8:45 am]

BILLING CODE 4184-01-M

OMB No.: 0980-0212.

Description: For the program of the
State Council on Developmental
Disabilities, funds are awarded to State
agencies contingent on fiscal
requirements in subtitle B of the
Developmental Disabilities Assistance
and Bill of Rights Act. The SF-269,
ordinarily mandated in the revised OMB
Circular A-102, provides no accounting

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Submission for OMB Review;
Comment Request

Title: Financial Status Reporting Form
for the Program of State Council on
Developmental Disabilities.

ANNUAL BURDEN ESTIMATES

breakouts necessary for proper
stewardship. Consequently, the
proposed streamlined form will
substitute for the SF-269 and will allow
compliance monitoring and proactive
compliance maintenance and technical

assistance.

Respondents: State Councils and

Designated State Agencies.

Number of re- | Average bur-
Instrument rglsunclgg;r?tfs sponses per den hours per Tot?]lotzjl:;den
P respondent response
Financial Status Reporting Form for program of State Council on Develop-
mental DisSabilities .........c.ooiiiii s 55 1 8 440
Estimated Total Annual Burden Hours: 440

Additional Information: Copies of the
proposed collection may be obtained by
writing to the Administration for
Children and Families, Office of
Administration, Office of Information
Services, 370 L’Enfant Promenade, SW.,
Washington, DC 20447, Attn: ACF
Reports Clearance Officer. All requests
should be identified by the title of the
information collection. E-mail address:
infocollection@acf.hhs.gov.

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, Attn: Desk Officer for
ACF, E-mail address:
Katherine_T._Astrich@omb.eop.gov.
Dated: April 6, 2006.
Robert Sargis,
Reports Clearance Officer.
[FR Doc. 06-3525 Filed 4—12—06; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing the
following public meeting: Stakeholder
Meeting to Discuss the Possible
Implementation of Two Review
Performance Goals referenced in the
Medical Device User Fee and
Modernization Act of 2002 (MDUFMA).
In a letter that accompanied the user fee
legislation, the agency committed to a
number of review performance goals.
These goals include a commitment that
50 percent of the premarket approval
applications received in fiscal year (FY)
2007 will have an FDA decision in 180
days and 80 percent of the premarket
notifications will have an FDA decision
in 90 days. The letter states that these
goals are to be re-evaluated following
the end of FY 2005 and FDA is to hold
a public meeting to consult with its
stakeholders and to determine whether
the goals are appropriate for
implementation in FY 2007.
DATES: The public meeting will be held
on May 22, 2006, from 9 a.m. to 12 p.m.
However, depending upon the level of
public participation, the meeting may
end early. Registration is required by
May 19, 2006. All individuals wishing
to make a presentation on the
implementation of these two
performance goals in FY 2007 should
indicate their intent and provide an
abstract of their presentation by May 10,
2006.
ADDRESSES: The public meeting will be
held at the Center for Devices and
Radiological Health, 9200 Corporate
Blvd., rm. 20B, Rockville, MD 20850.
Submit written requests to make an
oral presentation to Cindy Garris (see
FOR FURTHER INFORMATION CONTACT).
Include your name, title, firm name,
address, telephone, and fax number
with your request. All requests and
presentation materials should include
the docket number found in brackets in
the heading of this document. Submit
all requests for suggestions and
recommendations to the Division of
Dockets Management (HFA—-305), Food
and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852.
FOR FURTHER INFORMATION CONTACT:
Cindy Garris, Center for Devices and
Radiological Health (HFZ-220), Food
and Drug Administration, 1350 Piccard
Dr., Rockville, MD 20850, 301—443—
6597, ext. 121, FAX: 301-443-8818, e-
mail: cynthia.garris@fda.hhs.gov.
SUPPLEMENTARY INFORMATION:

I. Background

On October 26, 2002, MDUFMA
amended the Federal Food, Drug, and
Cosmetic Act (the act) to authorize user
fees for the review of certain premarket

applications. In addition, in a letter that
accompanied the user fee legislation
(goals letter found at: http://
www.fda.gov/cdrh/mdufma/
pgoals.html), the agency committed to a
number of review performance goals for
premarket applications, including
premarket approval applications (PMAs)
and premarket notifications (510(k)s)
that become more challenging with each
FY.

Under the goals letter, 50 percent of
the PMAs received in FY 2007 are to
have an FDA decision in 180 days and
80 percent of the 510(k)s are to have an
FDA decision in 90 days. The goals
letter further states that these goals are
to be re-evaluated following the end of
FY 2005, and FDA will hold a public
meeting to consult with its stakeholders
and to determine whether this goal is
appropriate for implementation in FY
2007. If FDA determines that the goal is
not appropriate, prior to August 1, 2006,
the Secretary of Health and Human
Services will send a letter to the
Committee on Health, Education, Labor,
and Pensions of the Senate and to the
Energy and Commerce Committee,
Subcommittee on Health of the House of
Representatives, stating that the goal
will not be implemented and the
rationale for its removal.

Since its passage in October 2002, the
agency has been working to implement
MDUFMA. An important part of this
process has been the annual stakeholder
meetings, during which interested
persons have been afforded the
opportunity to share information and
views on the implementation of
MDUFMA. FDA is continuing this
outreach to its stakeholders by holding
this public meeting. During this
meeting, FDA encourages stakeholders
to provide their input and
recommendations on the
implementation of these two
performance goals in FY 2007.

For additional information on
MDUFMA, please see the document
entitled ‘“Background on MDUFMA” at
http://www.fda.gov/cdrh/mdufma/
whitepaper.html.

II. Agenda

On May 22, 2006, FDA is providing
the opportunity for interested persons to
share their views on the implementation
of the FY 2007 PMA and 510(k)
performance goals discussed previously
in this document. FDA stakeholders
may offer their input and
recommendations on these two
performance goals.

III. Registration

Online registration for the meeting is
required by May 19, 2006. Acceptance

will be on a first-come, first-served
basis. There will be no onsite
registration. Please register online at
http://www.fda.gov/cdrh/meetings/
052206.html. FDA is pleased to provide
the opportunity for interested persons to
listen from a remote location to the live
proceedings of the meeting. In order to
ensure that a sufficient number of call-
in lines are available, please register to
listen to the meeting at http://
www.fda.gov/cdrh/meetings/
052206.html by May 19, 2006. Persons
without Internet access may register for
the onsite meeting or to listen remotely
by calling 301-443-6597, ext. 121 by
May 19, 20086.

If you need special accommodations
due to a disability, please contact Cindy
Garris at least 7 days in advance of the
meeting.

IV. Request for Input and Materials

FDA is also interested in receiving
input from stakeholders on other issues
related to future user fee legislation.
Send suggestions or recommendations
to the Division of Dockets Management
(see ADDRESSES).

FDA will place an additional copy of
any material it receives on the docket
for this document (2005N-0364).
Suggestions, recommendations, and
materials may be seen at the Division of
Dockets Management (see ADDRESSES)
between 9 a.m. and 4 p.m., Monday
through Friday.

V. Transcripts

Following the meeting, transcripts
will be available for review at the
Division of Dockets Management (see
ADDRESSES).

Dated: April 6, 2006.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. E6-5494 Filed 4—12—06; 8:45 am]
BILLING CODE 4160-01-S
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International Conference on
Harmonisation; Guidance on S8
Immunotoxicity Studies for Human
Pharmaceuticals; Availability

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

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a guidance entitled ““S8
Immunotoxicity Studies for Human
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