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TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

21 CFR Section No. of Respondents Annual Frequency per
Response

Total Annual
Responses Hours per Response Total Hours

101.93 2,500 1 2,500 .75 1,875

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

The agency believes that there will be
minimal burden on the industry to
generate information to meet the
requirements of section 403 of the act in
submitting information regarding
section 403(r)(6) of the act statements on
labels or labeling of dietary
supplements. The agency is requesting
only information that is immediately
available to the manufacturer, packer, or
distributor of the dietary supplement
that bears such a statement on its
labeling or in its labeling. This estimate
is based on the average number of
notification submissions received by the
agency in the preceding 18 months.

Dated: January 31, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02–3022 Filed 2–6–02; 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.
DATES: Submit written comments on the
collection of information by March 11,
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.

Revised Draft Guidance for Industry on
Developing Medical Imaging Drugs and
Biologics

In the Federal Register of October 14,
1998 (63 FR 55067), FDA published a
notice announcing the availability of a
draft guidance for industry entitled
‘‘Developing Medical Imaging Drugs and
Biological Products.’’ In response to
comments and on its own initiative,
FDA made several revisions to the draft
guidance. The agency announced the
availability of a revised draft guidance
in the Federal Register of July 31, 2000
(65 FR 46674).

The draft guidance is intended to
assist developers of drug and biological
products used for medical imaging in
planning and coordinating the clinical
investigations of and submitting various
types of applications for, such products.

The draft guidance also provides
information on how the agency will
interpret and apply provisions in the
final rule, published in the Federal
Register of May 17, 1999 (64 FR 26657),
on the evaluation and approval of in
vivo radiopharmaceuticals used in the
diagnosis and monitoring of diseases.
The final rule describes certain types of
indications for which FDA will approve
diagnostic radiopharmaceuticals and
lists factors that the agency will
consider in evaluating the safety and
effectiveness of a diagnostic
radiopharmaceutical drug or biological
product under the Federal Food, Drug,
and Cosmetic Act (the act) or the Public
Health Service Act (the PHS Act),
respectively.

The draft guidance applies to medical
imaging agents that are used for
diagnosis and monitoring and that are
administered in vivo. Such agents
include contrast agents used with
medical imaging techniques such as
radiography, computed tomography,
ultrasonography, and magnetic

resonance imaging, as well as
radiopharmaceuticals used with
imaging procedures such as single-
photon emission computed tomography
and positron emission tomography. The
draft guidance is not intended to apply
to possible therapeutic uses of these
agents or to in vitro diagnostic products.

Description: The draft guidance is
intended to assist developers of drug
and biological products used for
medical imaging in planning and
coordinating the clinical investigations
of, and submitting various types of
applications for, such products. The
draft guidance provides information on
how the agency will interpret and apply
provisions of the existing regulations
regarding the content and format of an
application for approval of a new drug
(21 CFR 314.50) and the content of a
biological product application (21 CFR
601.25). The draft guidance also
provides information on how the agency
will interpret and apply the final rule on
the evaluation and approval of in vivo
radiopharmaceuticals used for diagnosis
and monitoring (64 FR 26657). The final
rule, by adding part 315 (21 CFR part
315), clarifies requirements for the
evaluation and approval of drug and
biological radiopharmaceuticals under
the authority of the act and the PHS Act.

Existing regulations, which appear
primarily in parts 314 and 601 (21 CFR
parts 314 and 601), specify the
information that manufacturers must
submit so that FDA may properly
evaluate the safety and effectiveness of
new drugs and biological products. This
information is usually submitted as part
of a new drug application (NDA) or a
biological license application, or as a
supplement to an approved application.
Part 315 contains regulations that clarify
what information is relevant for
diagnostic radiopharmaceuticals. This
revised draft guidance supplements
these regulations. Under part 315 and
the revised draft guidance, information
required under the act and the PHS Act
to establish safety and effectiveness
would still have to be reported.

Description of Respondents:
Developers of medical imaging drugs
and biological products, including
contrast drug products and diagnostic
radiopharmaceuticals.

Burden Estimate: The final rule on in
vivo radiopharmaceuticals used for
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diagnosis and monitoring set forth an
estimated annual reporting burden on
the industry that would result from that
rulemaking (64 FR 26657). OMB has
approved this collection of information
until July 31, 2002, under OMB control
number 0910–0409. This revised draft
guidance on the development of
medical imaging drugs and biological
products is in part intended to explain
how FDA will interpret and apply the
final rule. Thus, the estimated annual
reporting burden of the draft guidance is
the same as that of the final rule, with
one change. In addition to the
diagnostic radiopharmaceuticals that are
the subject of the final rule, the revised
draft guidance also addresses the
development of contrast drug products,
which FDA evaluates and approves
under part 314, but which are not
affected by the final rule.

Table 1 in this document provides an
estimate of the annual reporting burden
for contrast drug products. FDA
estimates that the potential number of
respondents who would submit
applications or supplements for contrast
drug products would be one. Although
FDA did not approve any NDA’s for
contrast drugs (there are no biological
contrast drug products) in fiscal year
1999, for purposes of estimating the
annual reporting burden, the agency
assumes that it will approve one
contrast drug each fiscal year. The
annual frequency of responses for
contrast drugs is estimated to be one
response per application or supplement.
The hours per response, which is the
estimated number of hours that an
applicant would spend preparing the
information to be submitted for a
contrast drug in accordance with this

draft guidance, is estimated to be
approximately 2,000 hours.

The revised draft guidance would not
impose any additional reporting burden
because safety and effectiveness
information is already required by
existing regulations. In fact, clarification
by the guidance of FDA’s standards for
evaluation of medical imaging drugs
and biological products is expected to
reduce the overall burden of the
information collection.FDA received no
comments on the analysis of
information collection burdens stated in
the notice of availability of the draft
guidance published on October 14,
1998. In the Federal Register of July 31,
2000 (65 FR 46674), FDA requested
comments on the revised proposed
collection of information. The agency
received no comments.

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

No. of
Respondents

Annual
Frequency per

Response

Total Annual
Responses

Hours per
Response Total Hours

Contrast Drugs 1 1 1 2,000 2,000

Total 2,000

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

Dated: January 31, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02–3024 Filed 2–6–02; 8:45 am]
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This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). The meeting will be open to the
public.

Name of Committee: Gastrointestinal
Drugs Advisory Committee.

General Function of the Committee:
To provide advice and
recommendations to the agency on
FDA’s regulatory issues.

Date and Time: The meeting will be
held on March 19, 2002, from 8 a.m. to
5:30 p.m.

Location: Holiday Inn, Kennedy
Ballroom, 8777 Georgia Ave., Silver
Spring, MD.

Contact Person: Thomas H. Perez,
Center for Drug Evaluation and Research
(HFD–21), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301–827–6758, e-
mail: PerezT@cder.fda.gov, or FDA
Advisory Committee Information Line,
1–800–741–8138 (301–443–0572 in the
Washington, DC area), code 12538.
Please call the Information Line for up-
to-date information on this meeting.

Agenda: The committee will discuss
standards in study designs of clinical
trials testing the efficacy and safety of
chemopreventive agents that are being
developed to gain FDA approval in
reducing the risk of sporadic colorectal
adenomatous polyps and sporadic
colorectal cancer.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person by March 11, 2002. Oral
presentations from the public will be
scheduled between approximately 11:30
a.m. and 12:30 p.m. Time allotted for
each presentation may be limited. Those
desiring to make formal oral
presentations should notify the contact

person before March 11, 2002, and
submit a brief statement of the general
nature of the evidence or arguments
they wish to present, the names and
addresses of proposed participants, and
an indication of the approximate time
requested to make their presentation.

Persons attending FDA’s advisory
committee meetings are advised that the
agency is not responsible for providing
access to electrical outlets.

FDA welcomes the attendance of the
public at its advisory committee
meetings and will make every effort to
accommodate persons with physical
disabilities or special needs. If you
require special accommodations due to
a disability, please contact Thomas H.
Perez at least 7 days in advance of the
meeting.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: January 31, 2002.

Linda A. Suydam,
Senior Associate Commissioner.
[FR Doc. 02–2951 Filed 2–6–02; 8:45 am]

BILLING CODE 4160–01–S

VerDate 11<MAY>2000 12:00 Feb 06, 2002 Jkt 197001 PO 00000 Frm 00046 Fmt 4703 Sfmt 4703 E:\FR\FM\07FEN1.SGM pfrm06 PsN: 07FEN1


		Superintendent of Documents
	2023-05-04T16:18:54-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




