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• A random sample of 5,000 low-
income families with working parents
and at least one child under age nine for
whom they use non-parental child care,
that will be selected in the 25 counties
(200/county). This sample will be used
to investigate the spectrum of child care
options available to and the choices

made by low-income families in the 25
counties.

• A sample of 650 low-income
parents who are receiving, or who
applied for, child care subsides, and are
using family child care at the start of the
study will be used to examine the
experiences of low-income families with
this important but rarely studied mode

of child care. A random sample (130
families/county) will be selected from
subsidy lists and subsidy waiting lists in
a subsample of five of the 25 counties.

At the provider level, data will be
collected from the 650 family child care
providers linked to these 650 families.

Respondents: State, Local or Tribal
Government.

ANNUAL BURDEN ESTIMATES

Instrument Number of re-
spondents

Number of re-
sponses per
respondent

Average bur-
den hours per

response

Total burden
hours

State Key Informant Interviews ........................................................................ 170 2 1.00 113
Community Key Informant Interviews .............................................................. 250 2 1.00 167
Parent Focus Groups ....................................................................................... 250 2 1.5 250
Provider Focus Group ...................................................................................... 250 2 1.5 250
Community Survey (Screener) ......................................................................... 64,474 1 0.08.5 1,719
Community Survey ........................................................................................... 5,000 1 833
In-Depth Study Parent Screener ...................................................................... 2,172 1 0.081.25 58
In-Depth Study Parent Interview ...................................................................... 650 6 1,625
In-Depth Study Student Interview .................................................................... 63 3 .33 21
In-Depth Study Family Child Care Provider Screener ..................................... 1,458 1 .17 88
In-Depth Study Family Care In-Depth Study Care Provider Interview ............ 650 6 .50 650

Estimated Total Annual Burden
Hours: 5,774.

In Compliance with the requirements
of Section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Administration for Children and
Families is soliciting public comment
on the specific aspects of the
information collection described above.
Copies of the collection of information
can be obtained and comments may be
forwarded by writing to the
Administration for Children and
Families, Office of Information Services,
370 L’Enfant Promenade, S.W.,
Washington, D.C. 20447, Attn: ACF
Reports Clearance Officer. All requests
should be identified by the title of the
information collection.

The Department specifically requests
comments on: (a) whether the proposed
collection of information is necessary
for the proper performance of the
functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information; (c)

the quality, utility, and clarify of the
information to be collected; and (d)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques or
other forms of information technology.
Consideration will be given to
comments and suggestions submitted
with 60 days of this publication

Dated: November 30, 1998.
Bob Sargis,
Acting Reports Clearance Officer.
[FR Doc. 98–32282 Filed 12–3–98; 8:45 am]
BILLING CODE 4150–04–M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Submission for OMB Review;
Comment Request

Title: Developmental Disabilities
Council State Plan.

OMB No.: 0980–0162.
Description: Developmental

Disabilities Councils (DD Councils) in
each State is required under the
Developmental Disabilities Assistance
and Bill of Rights Act (42 U.S.C., 6000
et seq.) to develop plans on a triennial
basis and to review those plans at least
annually. Each Council develops its
plan as a basis for promoting systems
change and capacity building in service
systems for persons with developmental
disabilities in the State. The State plan
must be made available for public
comment in the State and must be
approved by the Governor of the State.
After that it is submitted to the
Department of Health and Human
Services, which will use the information
to ensure compliance of the State with
requirements in the Act. The
information in the State plan is also
used as one basis for providing
technical assistance, such as during site
visits.

Respondents: State, Local or Tribal
Government.

ANNUAL BURDEN ESTIMATES

Instrument Number of re-
spondents

Number of re-
sponses per
respondent

Average bur-
den hours per

response

Total burden
hours

Three Year State Plan ...................................................................................... 55 1 130 7,150

Estimated Total Annual Burden
Hours: 7,150.

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, S.W., Washington, D.C.
20447, Attn: ACF Reports Clearance
Officer.
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OMB Comment: OMB is required to
make a decision concerning the
collection of information between 30 to
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,
N.W., Washington, D.C. 20503, Attn:
Ms. Wendy Taylor.

Dated: November 30, 1998.
Bob Sargis,
Acting Reports Clearance Officer.
[FR Doc. 98–32283 Filed 12–3–98; 8:45 am]
BILLING CODE 4184–01–M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 98F–1021]

Rohm and Haas Co.; Filing of Food
Additive Petition

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

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that Rohm and Haas Co. has filed a
petition proposing that the food additive
regulations be amended to provide for
the safe use of certain styrene-acrylic
copolymers as components of coatings
for paper and paperboard intended for
use in contact with food.
FOR FURTHER INFORMATION CONTACT:
Hortense S. Macon, Center for Food
Safety and Applied Nutrition (HFS–
206), Food and Drug Administration,
200 C St. SW., Washington, DC 20204,
202–418–3086.
SUPPLEMENTARY INFORMATION: Under the
Federal Food, Drug, and Cosmetic Act
(sec. 409(b)(5) (21 U.S.C. 348(b)(5))),
notice is given that a food additive
petition (FAP 8B4632) has been filed by
Rohm and Haas Co., 100 Independence
Mall West, Philadelphia, PA 19106. The
petition proposes to amend the food
additive regulations in § 176.170
Components of paper and paperboard
in contact with aqueous and fatty foods
(21 CFR 176.170) to provide for the safe
use of certain styrene-acrylic
copolymers as components of coatings
for paper and paperboard. The
copolymers contain monomer units
from styrene and methyl methylacrylate
and may contain monomer units from

butyl methacrylate, methacrylic acid,
butyl acrylate, acrylic acid, and allyl
methacrylate.

The agency has determined under 21
CFR 25.32(i) that this action is of the
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

Dated: November 10, 1998.
George H. Pauli,
Acting Director, Office of Premarket
Approval, Center for Food Safety and Applied
Nutrition.
[FR Doc. 98–32250 Filed 12–3–98; 8:45 am]
BILLING CODE 4160–01–F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 98P–0425]

Medical Devices; Exemptions From
Premarket Notification; Surgical
Lamps

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

SUMMARY: The Food and Drug
Administration (FDA) is publishing an
order denying a petition requesting an
exemption from the premarket
notification requirements for surgical
lamps. FDA is publishing this notice in
accordance with procedures established
by the Food and Drug Administration
Modernization Act of 1997 (FDAMA).
EFFECTIVE DATE: December 4, 1998.
FOR FURTHER INFORMATION CONTACT:
Heather S. Rosecrans, Center for Devices
and Radiological Health (HFZ–404),
Food and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850,
301–594–1190.
SUPPLEMENTARY INFORMATION:

I. Statutory Background

Under section 513 of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 360c), FDA must classify
devices into one of three regulatory
classes: Class I, class II, or class III. FDA
classification of a device is determined
by the amount of regulation necessary to
provide a reasonable assurance of safety
and effectiveness. Under the Medical
Device Amendments of 1976 (the 1976
amendments (Pub. L. 94–295)), as
amended by the Safe Medical Devices
Act of 1990 (the SMDA (Pub. L. 101–
629)), devices are to be classified into
class I (general controls) if there is

information showing that the general
controls of the act are sufficient to
assure safety and effectiveness; into
class II (special controls), if general
controls, by themselves, are insufficient
to provide reasonable assurance of
safety and effectiveness, but there is
sufficient information to establish
special controls to provide such
assurance; and into class III (premarket
approval), if there is insufficient
information to support classifying a
device into class I or class II and the
device is a life-sustaining or life-
supporting device or is for a use which
is of substantial importance in
preventing impairment of human
health, or presents a potential
unreasonable risk of illness or injury.

Most generic types of devices that
were on the market before the date of
the 1976 amendments (May 28, 1976)
(generally referred to as preamendments
devices) have been classified by FDA
under the procedures set forth in section
513(c) and (d) of the act through the
issuance of classification regulations
into one of these three regulatory
classes. Devices introduced into
interstate commerce for the first time on
or after May 28, 1976 (generally referred
to as postamendments devices) are
classified through the premarket
notification process under section
510(k) of the act (21 U.S.C. 360(k)).
Section 510(k) of the act and the
implementing regulations, 21 CFR part
807, require persons who intend to
market a new device to submit a
premarket notification report (510(k))
containing information that allows FDA
to determine whether the new device is
‘‘substantially equivalent’’ within the
meaning of section 513(i) of the act to
a legally marketed device that does not
require premarket approval.

On November 21, 1997, the President
signed into law FDAMA (Pub. L. 105–
115). Section 206 of FDAMA, in part,
added a new section 510(m) to the act.
Section 510(m)(1) of the act requires
FDA, within 60 days after enactment of
FDAMA, to publish in the Federal
Register a list of each type of class II
device that does not require a report
under section 510(k) of the act to
provide reasonable assurance of safety
and effectiveness. Section 510(m) of the
act further provides that a 510(k) will no
longer be required for these devices
upon the date of publication of the list
in the Federal Register. FDA published
that list in the Federal Register of
January 21, 1998 (63 FR 3142).

Section 510(m)(2) of the act provides
that, 1 day after date of publication of
the list under section 510(m)(1), FDA
may exempt a device on its own
initiative or upon petition of an
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