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the preparation of an environmental 
assessment (EA), unless the action 
qualifies for a categorical exclusion 
under 21 CFR 25.30 or 25.32. FDA’s 
regulations in part 25 (21 CFR part 25) 
are based upon the requirements of the 
National Environmental Policy Act 
(NEPA) (42 U.S.C. 4321 et seq.). The 
agency’s collection of information on 
food additives and food-contact 
substances is based upon the 
requirements in section 409 of the act. 
Likewise, section 721 of the act (21 
U.S.C. 379(e)) provides for the 
collection of information on color 
additives. The submission to FDA by 
interested parties of a GRAS affirmation 
petition is voluntary. The information to 
be submitted with a GRAS affirmation 
petition is listed in §170.35 (21 CFR 
170.35), including, in 
§ 170.35(c)(1)(viii), the environmental 
information to be submitted. The 
environmental information to be 
submitted with petitions for certain food 
labeling regulations is listed in 21 CFR 
101.12(h)(12) and 101.69(h) and in 
paragraph F of the form for petitions for 
a health claim in 21 CFR 101.70(f).

Thus, FDA collects information on the 
potential for environmental impacts of 
its actions in the form of environmental 
assessments and claims for categorical 

exclusions from interested parties who 
request agency action by submitting to 
the agency any of the above listed 
petitions, requests for exemption, or 
food contact substance notifications. 
After this information has been 
collected, the agency will use it to 
determine whether its action may 
significantly affect the quality of the 
human environment.

FDA has collected information from 
interested parties requesting agency 
action for many years. Over the years, 
this collected information has taken 
several different forms. The agency 
amended its environmental regulations 
in the 1997 rule to reduce the number 
of NEPA evaluations by providing for 
categorical exclusions for additional 
classes of actions that do not 
individually or cumulatively have a 
significant affect on the quality of the 
human environment. In the 1997 rule, 
FDA also removed the formats for EAs 
from its regulations and, instead, now 
directs interested parties to the agency’s 
centers for information on what is 
needed in EAs. This draft guidance is 
FDA’s current thinking on what 
information is needed for the 
environmental documentation of the 
actions that are most often requested. 
The draft guidance contains requests for 

certain information that has not been 
requested routinely in the past. FDA is 
now requesting that submitters provide 
certain information to support their 
claims that the categorical exclusions 
listed in §25.32(i), (o), and (q) will be 
applicable to their requested actions. 
Since these informational requests are 
new, FDA is requesting approval from 
OMB for this collection of information. 
The remainder of the environmental 
information requests are covered by the 
information collection approvals for the 
underlying actions, i.e., the OMB 
control number for food additive 
petitions is 0910–0016; for color 
additive petitions, 0910–0185; for 
requests for exemption from regulation 
as a food additive under § 170.39, 0910–
0298; for notifications for food contact 
substances, 0910–0480; for GRAS 
affirmation petitions, 0910–0132; and 
for petitions for food labeling 
regulations, 0910–0183.

Description of Respondents: The 
likely respondents include businesses 
engaged in the manufacture or sale of 
food, food ingredients, and substances 
used in materials that come into contact 
with food.

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

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

21 CFR Section No. of Respondents Annual Frequency 
per Response Total Annual Responses Hours per Re-

sponse Total Hours 

25.32(i) 68 2 136 1 136
25.32(o) 1 1 1 1 1
25.32(q) 5 2 10 1 10
Total 147

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

The above estimates for respondents 
and numbers of responses are based on 
the annualized numbers of petitions and 
notifications qualifying for §25.32(i) and 
(q) that the agency has received since its 
environmental regulations were 
amended to include additional 
categorical exclusions. Please note that, 
since the agency revised its 
environmental regulations, there have 
been no submissions that requested an 
action that would have been subject to 
the categorical exclusion in §25.32(o). 
To avoid counting this burden as zero, 
we have estimated the burden for this 
categorical exclusion at one respondent 
making one submission a year for a total 
of one annual submission. The hours 
per response values were estimated as 
follows: First, we assumed that the new 
information requested in this guidance 
for each of these three categorical 
exclusions is readily available to the 

submitter. For the new information 
requested for the exclusion in §25.32(i), 
we expect that submitter will need to 
gather information from appropriate 
persons in the submitter’s company and 
to prepare this information for 
attachment to the claim for categorical 
exclusion. We believe that this effort 
should take no longer than 1 hour per 
submission. For the new information 
requested for the exclusions in §25.32(o) 
and (q), the submitters will almost 
always merely need to copy existing 
documentation and attach it to the claim 
for categorical exclusion. We believe 
that collecting this information should 
also take no longer than 1 hour per 
submission.

Dated: March 2, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04–5193 Filed 3–8–04; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that a proposed collection of 
information has been submitted to the 
Office of Management and Budget 
(OMB) for review and clearance under 
the Paperwork Reduction Act of 1995.
DATES: Fax written comments on the 
collection of information by April 8, 
2004.
ADDRESSES: OMB is still experiencing 
significant delays in the regular mail, 
including first class and express mail, 
and messenger deliveries are not being 
accepted. To ensure that comments on 
the information collection are received, 
OMB recommends that written 
comments be faxed to the Office of 
Information and Regulatory Affairs, 
OMB, Attn: Fumie Yokota, Desk Officer 
for FDA, FAX: 202–395–6974.
FOR FURTHER INFORMATION CONTACT: 
JonnaLynn P. Capezzuto, Office of 

Management Programs (HFA–250), Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857, 301–827–
4659.

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.

Focus Groups as Used by the Food and 
Drug Administration—(OMB Control 
Number 0910–0497)—Extension

FDA will collect and use information 
gathered through the focus group 
vehicle. This information will be used 
to develop programmatic proposals, and 
as such, compliments other important 
research findings to develop these 
proposals. Focus groups do provide an 
important role in gathering information 
because they allow for a more in-depth 
understanding of consumers’ attitudes, 

beliefs, motivations, and feelings than 
do quantitative studies.

Also, information from these focus 
groups will be used to develop policy 
and redirect resources, when necessary, 
to our constituents. If this information is 
not collected, a vital link in information 
gathering by FDA to develop policy and 
programmatic proposals will be missed 
causing further delays in policy and 
program development.

FDA estimates the burden for 
completing the forms for this collection 
of information in table 1 of this 
document.

The total annual estimated burden 
imposed by this collection of 
information is 2,830 hours annually.

In the Federal Register of November 
24, 2003 (68 FR 65938), FDA published 
a 60-day notice requesting public 
comment on the information collection 
provisions. No comments were received.

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

Center Subject 
No. of Focus 
Groups per 

Study 

No. of Focus 
Groups Sessions 
Conducted Annu-

ally 

No. of Participants 
per Group 

Hours of Dura-
tion for Each 

Group (in-
cludes screen-

ing) 

Total Hours 

Center for Biologics 
Evaluation and Re-
search

May use focus groups 
when appropriate

1 5 9 1.58 71

Center for Drug Eval-
uation and Re-
search

Varies (e.g., direct-to-con-
sumer Rx drug pro-
motion, physician label-
ing of Rx drugs, medica-
tion guides, over-the-
counter drug labeling, 
risk communication

10 100 9 1.58 1,422

Center for Devices 
and Radiological 
Health

Varies (e.g., FDA Seal of 
Approval, patient label-
ing, tampons, on-line 
sales of medical prod-
ucts, latex gloves

4 16 9 2.08 300

Center for Food 
Safety and Applied 
Nutrition

Varies (e.g., food safety, 
nutrition, dietary supple-
ments, consumer edu-
cation)

8 40 9 1.58 569

Center for Veterinary 
Medicine

Varies (e.g., animal nutri-
tion, supplements, label-
ing of animal Rx)

5 25 9 2.08 468

Total 28 186 1.78 2,830

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

VerDate jul<14>2003 17:14 Mar 08, 2004 Jkt 200001 PO 00000 Frm 00049 Fmt 4703 Sfmt 4703 E:\FR\FM\09MRN1.SGM 09MRN1



11021Federal Register / Vol. 69, No. 46 / Tuesday, March 9, 2004 / Notices 

Annually, FDA projects about 28 
focus group studies using 186 focus 
groups lasting an average of 1.78 hours 
each. FDA has allowed burden for 
unplanned focus groups to be 
completed so as not to restrict the 
agency’s ability to gather information on 
public sentiment for its proposals in its 
regulatory as well as other programs.

Dated: March 2, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04–5194 Filed 3–8–04; 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 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 
‘‘Geriatric Use’’ subsection in the 
labeling for human prescription drugs.
DATES: Submit written or electronic 
comments on the collection of 
information by May 10, 2004.
ADDRESSES: Submit electronic 
comments on the collection of 
information to: http://www.fda.gov/
dockets/ecomments. Submit written 

comments on the collection of 
information to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20857. All 
comments should be identified with the 
docket number found in brackets in the 
heading of this document.
FOR FURTHER INFORMATION CONTACT: 
Karen L. Nelson, Office of Management 
Programs (HFA–250), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301–827–1482.
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 
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 these topics: (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.

Specific Requirements on Content and 
Format of Labeling for Human 
Prescription Drugs; Addition of 
‘‘Geriatric Use’’ Subsection in the 
Labeling (OMB Control Number 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 
geriatric patients (aged 65 and over). 
The information collection burden 
imposed by this regulation is necessary 
to facilitate the safe and effective use of 
prescription drugs in older populations. 
The geriatric use subsection enables 
physicians to more effectively access 
geriatric information in physician 
prescription drug labeling.

Section 201.57(f)(10) requires that a 
specific geriatric indication, if any, that 
is supported by adequate and well-
controlled studies in the geriatric 
population must be described under the 
‘‘Indications and Usage’’ section of the 
labeling, and appropriate geriatric 
dosage must be stated under the 
‘‘Dosage and Administration’’ section of 
the labeling. The ‘‘Geriatric use’’ 
subsection must cite any limitations on 
the geriatric indication, need for specific 
monitoring, specific hazards associated 
with the geriatric indication, and other 
information related to the safe and 
effective use of the drug in the geriatric 
population. The data summarized in 
this subsection of the labeling must be 
discussed in more detail, if appropriate, 
under ‘‘Clinical Pharmacology’’ or the 
‘‘Clinical Studies’’ section. As 
appropriate, this information must also 
be contained in ‘‘Contraindications,’’ 
‘‘Warnings,’’ and elsewhere in 
‘‘Precautions.’’ Specific statements on 
geriatric use of the drug for an 
indication approved for adults 
generally, as distinguished from a 
specific geriatric indication, must be 
contained in the ‘‘Geriatric use’’ 
subsection and must reflect all 
information available to the sponsor that 
is relevant to the appropriate use of the 
drug in elderly patients. These 
statements are described further in 
§ 201.57(f)(10).

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

21 CFR Section 
No. of

Respondents Annual Frequency per 
Response 

Total Annual Re-
sponses 

Hours per Re-
sponse Total Hours 

201.57(f)(10)—new drug 
applications (NDAs)

73 1.48 108 8 864
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