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Dated: October 17, 2001.
Georgi Jones,
Director, Office of Policy and External Affairs,
Agency for Toxic Substances and Disease
Registry.
[FR Doc. 01-26649 Filed 10-22—-01; 8:45 am]
BILLING CODE 4163-70-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Agency for Toxic Substances and
Disease Registry

[ATSDR-175]

Availability of Final Toxicological
Profiles

AGENCY: Agency for Toxic Substances
and Disease Registry (ATSDR),
Department of Health and Human
Services (HHS).

ACTION: Notice of availability.

SUMMARY: This notice announces the
availability of six updated final
toxicological profiles of priority
hazardous substances comprising the
thirteenth set prepared by ATSDR.

FOR FURTHER INFORMATION CONTACT: Ms.
Franchetta Stephens, Division of
Toxicology, Agency for Toxic
Substances and Disease Registry,
Mailstop E-29, 1600 Clifton Road, NE.,
Atlanta, Georgia 30333, telephone 1—
(888)422-8737 or (404)498—0720.

SUPPLEMENTARY INFORMATION: The
Superfund Amendments and
Reauthorization Act (SARA) (Pub. L.
99-499) amends the Comprehensive
Environmental Response,
Compensation, and Liability Act
(CERCLA or Superfund) (42 U.S.C. 9601
et seq.) by establishing certain
requirements for ATSDR and the
Environmental Protection Agency (EPA)
with regard to hazardous substances
which are most commonly found at
facilities on the CERCLA National
Priorities List (NPL). Among these
statutory requirements is a mandate for
the Administrator of ATSDR to prepare
toxicological profiles for each substance
included on the priority lists of
hazardous substances. These lists
identified 275 hazardous substances
that ATSDR and EPA determined pose
the most significant potential threat to
human health. The availability of the
revised list of the 275 priority
substances was announced in the
Federal Register on October 21, 1999
(64 FR 56792). For prior versions of the
list of substances see Federal Register
notices dated April 17, 1987 (52 FR
12866); October 20, 1988 (53 FR 41280);
October 26, 1989 (54 FR 43619); October
17,1990 (55 FR 42067); October 17,
1991 (56 FR 52166); October 28, 1992
(57 FR 48801); February 28, 1994 (59 FR
9486); April 29, 1996 (61 FR 18744; and
November 17, 1997 (62 FR 61332).
Notice of the availability of drafts of
these six updated toxicological profiles

for public review and comment was
published in the Federal Register on
October 15, 1999, (64 FR 55943), with
notice of a 90-day public comment
period for each profile, starting from the
actual release date. Following the close
of the comment period, chemical-
specific comments were addressed, and
where appropriate, changes were
incorporated into each profile. The
public comments and other data
submitted in response to the Federal
Register notices bear the docket control
number ATSDR-152. This material is
available for public inspection at the
Division of Toxicology, Agency for
Toxic Substances and Disease Registry,
Building 4, Suite 2400, Executive Park
Drive, Atlanta, Georgia, (not a mailing
address) between 8:00 a.m. and 4:30
p-m., Monday through Friday, except
legal holidays.

Availability

This notice announces the availability
of six updated final toxicological
profiles comprising the thirteenth set
prepared by ATSDR. The following
toxicological profiles are now available
through the U.S. Department of
Commerce, National Technical
Information Service (NTIS), 5285 Port
Royal Road, Springfield, Virginia 22161,
telephone 1-800-553-6847. There is a
charge for these profiles as determined
by NTIS.

Toxicological profile NTIS Order No. CAS No.
Thirteenth Set:

= o1 o SRS STUPOTRRN PB2001-109101 001332-21-4

AMOSIEE ASDESIOS ...ttt e ettt e e b b e e e st bt e e s b b e e e aan e e e e akneeeebeeeeatreeennneenanneeas | eeabeeeesreeesaneeesnnnes 012172-73-5

Chrysotile ASDESIOS ......ocuiiiiiiiii e | e 012001-29-5
2. Benzidine ........ccccoeeennene PB2001-109102 000092-87-5
3. 1,2-Dichloroethane ..... PB2001-109103 000107-06-2
4. Di-n-butyl Phthalate .... PB2001-109104 000084-74-2
5. Methyl Parathion ......... .... | PB2001-109105 000298-00-0
6. PentachlOrOPRENOL .........ueiiiieee ettt et e et b e e e s bb et e e bt e e e e be e e s nbe e e s nreeeannneeeas PB2001-109106 000087-86-5

Dated: October 16, 2001.
Georgi Jones,

Director, Office of Policy and External Affairs,
Agency for Toxic Substances and Disease
Registry.

[FR Doc. 01-26586 Filed 10—-22—01; 8:45 am]
BILLING CODE 4163-70-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 01N-0458]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Guidance for
Industry: Fast Track Drug
Development Programs—Designation,
Development, and Application Review

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

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 proposed collection of information
concerning requests for fast track
designation by sponsors of
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investigational new drugs and
applicants for new drug approvals or
biological licenses as provided in the
guidance for industry on fast track drug
development programs.
DATES: Submit written or electronic
comments on the collection of
information by Decmeber 24, 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:
JonnaLynn P. Capezzuto, Office of
Information Resources Management
(HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-4659.
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
comment 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.

Guidance for Industry: Fast Track Drug
Development Programs—Designation,
Development, and Application Review
(OMB Control Number 0910-0389)—
Extension

Section 112(a) of the Food and Drug
Administration Modernization Act of
1997 (FDAMA) (Public Law 105-115)
amended the Federal Food, Drug, and
Cosmetic Act (the act) by adding section
506 (21 U.S.C. 356). The section
authorizes FDA to take appropriate
action to facilitate the development and
expedite the review of new drugs,
including biological products, intended
to treat a serious or life-threatening
condition and that demonstrates a
potential to address an unmet medical
need. Under section 112(b) of FDAMA,
FDA issued guidance to industry on fast
track policies and procedures outlined
in section 506 of the act. The guidance
discusses collections of information that
are specified under section 506 of the
act, other sections of the Public Health
Service Act (the PHS Act), or
implementing regulations. The guidance
describes three general areas involving
collections of information: (1) Fast track
designation requests, (2) premeeting
packages, and (3) requests to submit
portions of an application. Of these, fast
track designation requests and
premeeting packages, in support of
receiving a fast track program benefit,
provide for additional collections of
information not covered elsewhere in
statute or regulation. Information in
support of fast track designation or fast
track program benefits that has
previously been submitted to the
agency, may, in some cases, be
incorporated into the request by
referring to the information rather than
resubmitting it.

Under section 506(a)(1) of the act, an
applicant who seeks fast track
designation is required to submit a
request to the agency showing that the
product meets the statutory standard for
designation, i.e., that: (1) The product is
intended for a serious or life-threatening
condition; and (2) the product has the
potential to address an unmet medical
need. Mostly, the agency expects that
information to support a designation
request will have been gathered under
existing provisions of the act, the PHS
Act, or the implementing regulations. If
such information has already been
submitted to the agency, the information
may be summarized in the fast track
designation request. The guidance
recommends that a designation request
include, where applicable, additional
information not specified elsewhere by

statute or regulation. For example,
additional information may be needed
to show that a product has the potential
to address an unmet medical need
where an approved therapy exists for
the serious or life-threatening condition
to be treated. Such information may
include clinical data, published reports,
summaries of data and reports, and a list
of references. The amount of
information and discussion in a
designation request need not be
voluminous, but it should be sufficient
to permit a reviewer to assess whether
the criteria for fast track designation
have been met.

After the agency makes a fast track
designation, a sponsor or applicant may
submit a premeeting package which
may include additional information
supporting a request to participate in
certain fast track programs. As with the
request for fast track designation, the
agency expects that most sponsors or
applicants will have gathered such
information to meet existing
requirements under the act, the PHS
Act, or implementing regulations. These
may include descriptions of clinical
safety and efficacy trials not conducted
under an investigational new drug
application (IND) (i.e., foreign studies),
and information to support a request for
accelerated approval. The discussion of
such information in a premeeting
package may be summarized if it has
already been previously submitted to
FDA under an OMB approved collection
of information. Consequently, FDA
anticipates that the additional collection
of information attributed solely to the
guidance will be minimal.

Under section 506(c) of the act, a
sponsor must submit sufficient clinical
data for the agency to determine, after
preliminary evaluation, that a fast track
product may be effective. Section 506(c)
of the act also requires that an applicant
provide a schedule for the submission of
information necessary to make the
application complete before FDA can
commence its review. The guidance
does not provide for any new collection
of information regarding the submission
of portions of an application that is not
required under section 506(c) of the act
or any other provision of the act. All
forms referred to in the guidance have
a current OMB approval: FDA Forms
1571 (OMB Control No. 0910-0014,
expires September 30, 2002); 356h
(OMB Control No. 0910-0338, expires
March 31, 2003); and 3397 (OMB
Control No. 0910-0297, expires
February 29, 2004).

Respondents to this information
collection are sponsors and applicants
who seek fast track designation under
section 506 of the act. The agency
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estimates the total annual number of
respondents submitting requests for fast
track designation to the Center for
Biologics Evaluation and Research
(CBER) and the Center for Drug
Evaluation and Research (CDER) will be
approximately 45. To obtain this
estimate, FDA averaged the number of
requests for fast track designation
received by CBER and CDER in the 3-
year period of 1998 to 2000. For these

3 years, CBER and CDER together
received a yearly average of 53 requests
from 45 respondents. The rate of
submissions is not expected to change
significantly in the next few years. FDA
estimates that the number of hours

needed to prepare a request for fast track
designation may range between 40 and
80 hours per request, depending on the
complexity of each request, with an
average of 60 hours per request, as
indicated in table 1 of this document.
Not all requests for fast track
designation may meet the statutory
standard. Of the average 53 requests
made per year, the agency granted 33
requests for fast track designation. For
each of the 33 granted requests, FDA
estimates that a premeeting package was
submitted to the agency. FDA estimates
that a premeeting package needs more
preparation time than needed for a
designation request because the issues

may be more complex and the data may
need to be more developed. FDA
estimates that the preparation hours
may generally range between 80 and 120
hours, with an average of 100 hours per
package, as indicated in table 1 of this
document.

The hour burden estimates contained
in table 1 of this document are for
information collections requests in the
guidance only and do not include
burden estimates for statutory
requirements specifically mandated by
the act, the PHS Act, or implementing
regulations. FDA estimates the burden
of this collection of information as
follows:

TABLE1.—ESTIMATED ANNUAL REPORTING BURDEN 1

- Annual Frequency Total Annual
21 CFR Section No. of Respondents per Response Responses Hours per Response Total Hours
Designation request 45 1.18 53 60 3,180
Premeeting packages 33 1.00 33 100 3,300
Total 6,480

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

Dated: October 12, 2001.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 01-26575 Filed 10-22—01; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 01N-0178]

Agency Information Collection
Activities; Announcement of OMB
Approval; Premarket Notification
510(k) Submissions

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Premarket Notification 510(k)
Submissions’ has been approved by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995.

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: In the
Federal Register of July 18, 2001 (66 FR
37479), the agency announced that the
proposed information collection had

been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0120. The
approval expires on September 30,
2004. A copy of the supporting
statement for this information collection
is available on the Internet at http://
www.fda.gov/ohrms/dockets.

Dated: October 12, 2001.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 01-26573 Filed 10-22—-01; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 01D-0276]

Agency Information Collection
Activities; Submission for OMB
Review; Comment Request; Suggested
Documentation for Demonstrating
Compliance With the Channels of
Trade Provision for Foods With
Vinclozolin Residues

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.

DATES: Submit written comments on the
collection of information by November
23, 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:
Peggy Schlosburg, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1223.

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.

Suggested Documentation for
Demonstrating Compliance With the
Channels of Trade Provision for Foods
With Vinclozolin Residues Description

Under the pesticide tolerance
reassessment process that the
Environmental Protection Agency (EPA)
was mandated to carry out under the
Food Quality Protection Act of 1996
(FQPA), EPA has proposed to revoke the
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