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weight is the basis for assessing the
certification fee. The name and address
of the manufacturer of the color additive
being submitted for certification allows
FDA to contact the person responsible
for its manufacture should a question
arise concerning compliance with the
regulations. Information on storage
conditions pending certification is used
to evaluate the possibility that the batch
could have been inadvertently or
intentionally altered in a manner that
would make the sample submitted for

certification analysis no longer
representative of the batch. It is also
used when an FDA investigator is sent
to the site; the veracity of the storage
statements is checked during normal
plant inspections. Information on the
uses is needed to ensure that all of the
proposed uses are within the limits of
the listing regulation for which the
person seeking certification proposes
that the color be certified. The statement
of the fee on the certification request is
for accounting purposes so that the

person seeking certification can be
promptly notified if any discrepancies
appear. The information requested on
the label of the sample submitted with
the certification request is used to
identify the sample. The regulations
require an accompanying copy of the
label or labeling to be used for the batch
so that FDA can verify that the batch
will be labeled appropriately when it
enters commerce.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

21 CFR Sec-
tion No. of Respondents Annual Frequency per

Response
Total Annual
Responses Hours per Response Total Hours

80.21 41 106 4,344 0.2 869
80.22 41 106 4,344 0.05 217

Total 0.25 1,086

1 There are no capital costs or operating and maintenance costs associated with this collection of information.

TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN1

21 CFR Sec-
tion No. of Recordkeepers Annual Frequency per

Recordkeeping Total Annual Records Hours per Record Total Hours

80.39 41 106 4,344 0.25 1,086

Total 1,086

1 There are no capital costs or operating and maintenance costs associated with this collection of information.

The estimated total annual burden for
this information collection is 2,172
hours. Over the period fiscal year (FY)
1998 to 2000, FDA processed an average
of 4,344 requests for certification of
batches of color additives.
Approximately 41 different respondents
submitted requests for certification each
year over the period FY 1998 to 2000.
FDA obtained the estimates for the
length of time necessary to prepare
certification requests and accompanying
samples and to comply with
recordkeeping requirements from
industry program area personnel.

Dated: April 6, 2001.

William K. Hubbard,
Senior Associate Commissioner for Policy,
Planning, and Legislation.
[FR Doc. 01–9120 Filed 4–12–01; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain
information by the agency. Under the
Paperwork Reduction Act of 1995 (the
PRA), Federal agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension of an existing collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice solicits comments on
the voluntary registration of cosmetic
product establishments with FDA.

DATES: Submit written or electronic
comments on the collection of
information by June 12, 2001.
ADDRESSES: Submit electronic
comments on the collection of
information to http://
www.accessdata.fda.gov/scripts/oc/
dockets/edockethome.cfm. Submit
written comments on the collection of
information to the Dockets Management
Branch (HFA–305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. All
comments should be identified with the
docket number found in brackets in the
heading of this document.
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: Under the
PRA (44 U.S.C. 3501–3520), Federal
agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
‘‘Collection of information’’ is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes agency requests
or requirements that members of the
public submit reports, keep records, or
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provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on: (1) Whether the proposed
collection of information is necessary
for the proper performance of FDA’s
functions, including whether the
information will have practical utility;
(2) the accuracy of FDA’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the

use of automated collection techniques,
when appropriate, and other forms of
information technology.

Voluntary Registration of Cosmetic
Product Establishments—21 CFR Part
710 (OMB Control Number 0910–
0027)—Extension

Under the Federal Food, Drug, and
Cosmetic Act (the act), cosmetic
products that are adulterated under
section 601 of the act (21 U.S.C. 361) or
misbranded under section 602 of the act
(21 U.S.C. 362) may not be distributed
in interstate commerce. To assist FDA in
carrying out its responsibility to regulate
cosmetics, FDA requests that
establishments that manufacture or
package cosmetic products register with
the agency on Form FDA 2511 entitled
‘‘Registration of Cosmetic Product
Establishment.’’ Regulations providing
procedures for the voluntary registration
of cosmetic product establishments are
found in 21 CFR part 710.

Since mandatory registration of
cosmetic establishments is not
authorized by statute, voluntary
registration provides FDA with the best

information available about the location,
business trade names used, and the type
of activity (manufacturing or packaging)
of cosmetic product establishments that
participate in this program. In addition,
the registration information is an
essential part of planning onsite
inspections to determine the scope and
extent of noncompliance with
applicable provisions of the act. The
registration information is used to
estimate the size of the cosmetic
industry regulated. Registration is
permanent, although FDA requests that
firms submit an amended registration on
Form FDA 2511 if any of the
information originally submitted
changes.

FDA uses registration information as
input for a computer data base of
cosmetic product establishments. This
data base is used for mailing lists to
distribute regulatory information or to
invite firms to participate in workshops
on topics in which they may be
interested.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

21 CFR Section Form No. of Respondents Annual Frequency
per Response

Total Annual
Responses

Hours per
Response Total Hours

710 FDA 2511 50 1 50 0.4 20

1 There are no capital costs or operating and maintenance costs associated with this collection of information.

The burden estimates are based on
past experience and on discussions with
registrants during routine
communications. FDA receives an
average of 50 registration submissions
annually. There has been no change
over the past 16 years in the number of
submissions of Form FDA 2511 or in the
time it takes to complete this form.

Dated: April 6, 2001.

William K. Hubbard,
Senior Associate Commissioner for Policy,
Planning, and Legislation.
[FR Doc. 01–9121 Filed 4–12–01; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing
that the proposed collection of
information listed below has been
submitted to the Office of Management
and Budget (OMB) for review and
clearance under the Paperwork
Reduction Act of 1995 (PRA).
DATES: Submit written comments on the
collection of information by May 14,
2001.

ADDRESSES: Submit written comments
on the collection of information to the
Office of Information and Regulatory
Affairs, OMB, New Executive Office
Bldg., 725 17th St. NW., rm. 10235,
Washington, DC 20503, Attn: Wendy
Taylor, Desk Officer for FDA.
FOR FURTHER INFORMATION CONTACT:
Karen L. Nelson, Office of Information
Resources Management (HFA–250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301–827–1482.
SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

Specific Requirements on Content and
Format of Labeling for Human
Prescription Drugs; Addition of
‘‘Geriatric Use’’ Subsection in the
Labeling (OMB Control No. 0910–
0370)—Extension

Section 201.57(f)(10) (21 CFR
201.57(f)(10)) requires that the
‘‘Precautions’’ section of prescription
drug labeling must include a subsection
on the use of the drug in elderly or
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