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systems; and provides technical
assistance to ACF program and regional
components on grant operations and
technical grants management issues;
and performs audit resolution activities
for ACF grant programs. The Office
serves as the lead for ACF in
coordination and liaison with the
Department and other federal agencies
on grants management.

Dated: February 19, 2002.
Wade F. Horn,

Assistant Secretary for Children and Families.

[FR Doc. 02—4545 Filed 2—25-02; 8:45 am]
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Agency Information Collection
Activities; Submission for OMB
Review; Comment Request; Format
and Content Requirements for Over-
the-Counter (OTC) Drug Product
Labeling

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

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 (the PRA).

DATES: Submit written comments on the
collection of information by March 28,
2002.

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: Stuart
Shapiro, 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.

Format and Content Requirements for
Over-the-Counter (OTC) Drug Product
Labeling (OMB Control No. 0910-0340)

In the Federal Register of March 17,
1999 (64 FR 13254), FDA amended its
regulations governing requirements for
human drug products to establish
standardized format and content
requirements for the labeling of all
marketed OTC drug products. The rule
requires OTC drug product labeling to
include uniform headings and
subheadings, presented in a
standardized order, with minimum
standards for type size and other
graphical features. The rule is intended
to enable consumers to better read and
understand OTC drug product labeling
and to apply this information to the safe
and effective use of OTC drug products.
FDA concludes that the labeling
statements required under this rule are
not subject to review by OMB because
they are “originally supplied by the
Federal government to the recipient for
the purpose of disclosure to the public”
(5 CFR 1320.3(c)(2)) and therefore do
not constitute a “collection of
information” under the PRA (44 U.S.C.
3501 et seq.).

Section 201.66 (21 CFR 201.66) of the
labeling requirements requires all OTC
drug manufacturers to format labeling as
set forth in paragraphs (c) and (d) of that
section. FDA has learned from the
industry that OTC drug product
manufacturers routinely redesign the
labeling of their products as part of their
usual and customary business practice.
The rule provides varied timeframes for
implementing the labeling
requirements. Therefore, the majority of
respondents will be able to format OTC
drug product labeling in accordance
with § 201.66 as part of their routine
redesign practice, creating no additional
paperwork or economic burden.

In discussing the collection of
information under the PRA in the final
rule (64 FR 13254 at 13274 to 13276),
the agency stated that of the 39,310
stockkeeping units (SKUs) (individual
products, packages, and sizes) currently
marketed under a final monograph,
approximately 32 percent, or 12,573
products, may necessitate labeling
changes sooner than provided under
their usual and customary practice of
label design. FDA estimated that of the
400 respondents who produce OTC drug
products, including the 12,573 products
described above, each may be required
to respond approximately 31.4 times to
this rule outside of their usual and
customary practice. Each response was
estimated to take, on the average of, 4
hours, for a total of 50,292 hours per

year. The burden was expected to be a
one-time burden.

The agency stated that although the
usual and customary practice of label
redesign would minimize the burden for
the remaining 68 percent of SKUs
currently marketed, or 26,737 products,
additional time may be necessary for
each company to make the format
changes under this rule. FDA estimated
that of the 400 respondents, who
produce OTC drug products, each may
be required to respond approximately
66.8 times to bring the 26,737 products
into compliance with this rule. FDA
estimated that for this group, each
response will take an average of 2.5
hours for a total of 66,842 hours. The
burden was expected to be a one-time
burden.

Finally, the agency estimated that
approximately 61 respondents hold new
drug applications (NDAs) and
abbreviated new drug applications
(ANDAsS) (41 NDA holders and 20
ANDA holders) for which supplements
and amendments will be required. FDA
expected that 522 submissions (350 to
NDAs and 172 to ANDAs) will be
required for labeling changes under 21
CFR 201.66(c) and (d), which averages
to 8.5 submissions per respondent. The
agency estimated that each submission
will take an average of 2 hours to
prepare for a total of 1,040 hours
annually. The burden was also expected
to be a one-time burden.

Since the final rule was issued on
March 17, 1999, the agency has
extended the April 16, 2001,
compliance date by 1 year to April 16,
2002 (with a corresponding extension of
the April 16, 2002, compliance date for
products with annual sales of less than
$25,000 to April 16, 2003) (65 FR 38191,
June 20, 2000). During this time, the
agency has published only one major
final rule (which has had its effective
date extended from May 21, 2001, to
December 31, 2002) (65 FR 36319, June
8, 2000) and several minor amendments
to existing final rules. These monograph
amendments have an effective date of
May 16, 2002, so that the relabeling
required by the amendments may be
coordinated with the relabeling required
by the OTC drug product labeling final
rule. For these reasons, the agency
believes that the numbers of affected
products in the different categories
discussed in the collection of
information in the final rule are little
changed. Accordingly, the agency is
listing the same number of respondents,
annual frequency per response, and
total annual responses in this notice.

The agency believes the hours per
response and total hours may be less
than the numbers stated in the final rule
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for several reasons. First, respondents
have made a number of inquiries
already since the final rule was issued
in 1999. The agency’s experience with
these inquires made to the agency is that
inquiries have been less than 2.5 or 4
hours per response, generally averaging
0.25 to 0.5 hours per inquiry. Second,
the agency issued a draft guidance for
industry entitled “Labeling Over-the-
Counter Human Drug Products;
Updating Labeling in ANDA’s” (66 FR

11174, February 22, 2001), which
included a number of labeling examples
to assist holders of ANDAs for OTC drug
products and manufacturers of reference
listed drugs for the ANDAs to
implement the new OTC drug product
labeling regulation. This guidance
should have reduced some of the hours
per response and total hours for some
NDA and ANDA holders. However, the
agency is not currently able to estimate
how much the time has been reduced.

Accordingly, the agency is listing the
same hours per response and total hours
in this notice as appeared in the final
rule.

In the Federal Register of September
27,2001 (66 FR 49388), the agency
requested comments on the proposed
collections of information. No
comments were received.

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

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

21 CFR Section No. of Respondents Anpneurallqgg%%léigcy Tséilpﬁﬂgggl Hours per Response Total Hours
201.66 400 31.43 12,573 4 50,292
201.66 400 66.8 26,737 25 66,842
201.66(c) and (d) 61 8.5 522 2 1,044
201.66(e) 25 4 100 24 2,400

Total 120,578

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

Dated: February 1, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—4511 Filed 2—-25-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Agency Information Collection
Activities: Submission for OMB
Review; Comment Request

Periodically, the Health Resources
and Services Administration (HRSA)
publishes abstracts of information
collection requests under review by the
Office of Management and Budget, in
compliance with the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35). To request a copy of the
clearance requests submitted to OMB for
review, call the HRSA Reports
Clearance Office on (301 443-1129).

The following request has been
submitted to the Office of Management

and Budget for review under the
Paperwork Reduction Act of 1995:

Proposed Project: Disadvantaged
Assistance Tracking and Outcome
Report (OMB No. 0915-0233)—Revision

The Health Careers Opportunity
Program (HCOP) and the Centers of
Excellence (COE) Program (sections 740
and 739 of the Public Health Service
(PHS) Act, respectively) provide
opportunities for under-represented
minorities and disadvantaged
individuals to enter and graduate from
health professions schools. The
Disadvantaged Assistance Tracking and
Outcome Report (DATOR) is used to
track program participants throughout
the health professions pipeline into the
health care workforce. This request
includes minor revisions to the
previously approved data collection
instrument that will address a number
of data collection, data entry, as well as
analytical problems encountered by the
respondents.

The DATOR, to be completed
annually by HCOP and COE grantees,
includes basic data on student
participants (name, social security

number, gender, race/ethnicity; targeted
health professions, their status in the
educational pipeline from pre-
professional through professional
training; financial assistance received
through the grants funded under
sections 739 and 740 of the PHS Act in
the form of stipends, fellowships or per
diem; and their employment or practice
setting following their entry into the
health care work force).

The proposed reporting instrument is
not expected to add significantly to the
grantees reporting burden. This
reporting instrument complements the
grantees internal automated reporting
mechanisms of using name and social
security number in tracking students.
The reporting burden includes the total
time, effort, and financial resources
expended to maintain, retain and
provide the information including: (1)
Reviewing instructions; (2)
downloading and utilizing technology
for the purposes of collecting,
validating, and processing the data; and
(3) transmitting electronically, or
otherwise disclosing the information.
Estimates of annualized burden are as
follows:

Type of report

Number of re-
spondents

per respond-

Responses Total burden

hours

Hours per re-

ent sponse

150

1 1 150
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