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Medical Devices; Third-Party Review
Under FDAMA (OMB Control Number
0910-0375)—Extension

Section 210 of the Food and Drug
Administration Modernization Act of
1997 (FDAMA) established section 523
of the Federal Food, Drug, and Cosmetic
Act (the act) (21 U.S.C. 360m), directing
FDA to accredit persons in the private
sector to review certain premarket
applications and notifications.
Participation in this third-party review

program by accredited persons is
entirely voluntary. A third party
wishing to participate will submit a
request for accreditation to FDA.
Accredited third-party reviewers have
the ability to review a manufacturer’s
510(k) submission for selected devices.
After reviewing a submission, the
reviewer will forward a copy of the
510(k) submission, along with the
reviewer’s documented review and
recommendation to FDA. Third-party
reviews should maintain records of their

510(k) reviews and a copy of the 510(k)
for a reasonable period of time, usually
a period of 3 years. This information
collection will allow FDA to continue to
implement the accredited person review
program established by FDAMA and
improve the efficiency of 510(k) review
for low to moderate risk devices.

Respondents to this information
collection are businesses or other for-
profit organizations.

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

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN!

No. of Annual Frequency Total Annual Hours per
Respondents per Response Responses Response Total Hours
Requests for accreditation 15 1 15 24 360
510(k) reviews conducted by accredited
3d parties 15 14 210 40 8,400
Totals 8,760
1There are no capital costs or operating and maintenance costs associated with this collection of information.
TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN'
No. of Annual Frequency Total Annual Hours per
Recordkeepers per Recordkeeper Records Recordkeeper Total Hours
510(k) reviews 15 14 210 10 2,100
Totals 2,100

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

The burdens are explained as follows:
I. Reporting
A. Requests for Accreditation

Under the agency’s third-party review
pilot program, the agency received 37
applications for recognition as third-
party reviewers, of which the agency
recognized 7. In the past 3 years, the
agency has averaged receipt of 15
applications for recognition of third-
party review accredited persons. The
agency has accredited 15 of the
applicants to conduct third-party
reviews.

B. 510(k) Reviews Conducted by
Accredited Third Parties

In the 18 months under the Third-
Party Review Pilot Program, FDA
received 22 submissions of 510(k)s that
requested and were eligible for review
by third parties. The agency has
experienced that the number of 510(k)s
submitted annually for third-party
review since the last OMB approval in
2001 is approximately 210 annually,
which is 14 annual reviews per each of
the estimated 15 accredited reviewers.

II. Recordkeeping

Third-party reviewers are required to
keep records of their review of each
submission. The agency anticipates
approximately 140 annual submissions
of 510(k)s for third-party review.

Dated: July 30, 2004.

Jeffrey Shuren,

Assistant Commissioner for Policy.

[FR Doc. 04-18167 Filed 8—9—-04; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Cardiovascular and Renal Drugs
Advisory Committee; Notice of Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

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: Cardiovascular
and Renal 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 September 10, 2004, from 8:30
a.m. to 5 p.m.

Location: Holiday Inn, Versailles
Ballrooms, 8120 Wisconsin Ave.,
Bethesda, MD.

Contact Person: Dornette Spell-
LeSane, Center for Drug Evaluation and
Research (HFD-21), Food and Drug
Administration, 5600 Fishers Lane (for
express delivery, 5630 Fishers Lane, rm.
1093), Rockville, MD 20857, 301-827—
7001, FAX: 301-827—-6776, e-mail:
spelllesaned@cder.fda.gov, or FDA
Advisory Committee Information Line,
1-800-741-8138 (301-443-0572 in the
Washington, DC area), code
3014512533. Please call the Information
Line for up-to-date information on this
meeting.

Agenda: The committee will discuss
new drug application (NDA) 21-686
proposed trade name EXANTA
(ximelagatran) 24-milligram (mg) and
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36-mg tablets, AstraZeneca, for the

proposed indication of the prevention of

venous thromboembolism (VTE) in
patients undergoing knee replacement
surgery, the prevention of stroke, and
other thromboembolic complications
associated with atrial fibrillation and
the long term secondary prevention of
VTE after standard treatment of an
episode of acute VTE.

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 September 2, 2004. Oral
presentations from the public will be
scheduled between approximately 1
p-m. and 2 p.m. Time allotted for each
presentation may be limited. Those
desiring to make formal oral
presentations should notify the contact
person before September 2, 2004, 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 Dornette
Spell-LeSane 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: August 1, 2004.
William K. Hubbard,

Associate Commissioner for Policy and
Planning.

[FR Doc. 04—18166 Filed 8—9—-04; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Cancer Institute; Notice of
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the meeting of the
National Cancer Advisory Board.

The meeting will be open to the
public as indicated below, with
attendance limited to space available.

Individuals who plan to attend and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

A portion of the meeting will be
closed to the public in accordance with
the provisions set forth in sections
552b(c)(4), and 552b(c)(6), as amended.
The grant applications and the
discussions could disclose confidential
trade secrets or commercial property
such as patentable material, and
personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Cancer
Advisory Board.

Open: September 14, 2004, 8 a.m. to 4:45
p-m.

Agenda: Program reports and
presentations; Business of the Board.

Place: National Cancer Institute, 9000
Rockville Pike, Building 31, C Wing, 6th
Floor, Conference Room 10, Bethesda, MD
20892.

Contact Person: Dr. Paulette S. Gray,
Executive Secretary, National Cancer
Institute, National Institutes of Health, 6116
Executive Boulevard, 8th Floor, Room 8001,
Bethesda, MD 20892—-8327, (301) 496—5147.

Name of Committee: National Cancer
Advisory Board.

Closed: September 14, 2004, 4:45 p.m. to
Recess.

Agenda: Review of grant applications.

Contact Person: Dr. Paulette S. Gray,
Executive Secretary, National Cancer
Institute, National Institutes of Health, 6116
Executive Boulevard, 8th Floor, Room 8001,
Bethesda, MD 20892-8327, (301) 496—5147.

Name of Committee: National Cancer
Advisory Board.

Open: September 15, 2004, 8:30 a.m. to
Adjournment.

Agenda: Program reports and
presentations; Business of the Board.

Contact Person: Dr. Paulette S. Gray,
Executive Secretary, National Cancer
Institute, National Institutes of Health, 6116
Executive Boulevard, 8th Floor, Room 8001,
Bethesda, MD 20892-8327, (301) 496-5147.

Any interested person may file written
comments with the committee by forwarding
the statement to the Contact Person listed on
this notice. The statement should include the
name, address, telephone number and when
applicable, the business or professional
affiliation of the interested person.

Information is also available on the
Institute’s/Center’s Home page:
deainfo.nci.nih.gov/advisory/ncab.htm,
where an agenda and any additional
information for the meeting will be posted
when available.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.392, Cancer Construction;
93.393, Cancer Cause and Prevention
Research; 93.394, Cancer Detection and

Diagnosis Research; 93.395, Cancer
Treatment Research; 93.396, Cancer Biology
Research; 93.397, Cancer Centers Support;
93.398, Cancer Research Manpower; 93.399,
Cancer Control, National Institutes of Health,
HHS)

Dated: August 2, 2004.

LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04—18280 Filed 8—9-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Center for Research
Resources; Notice of Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of a meeting of the
National Advisory Research Resources
Council.

The meeting will be open to the
public as indicated below, with
attendance limited to space available.
Individuals who plan to attend and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications
and/or contract proposals and the
discussions could disclose confidential
trade secrets or commercial property
such as patentable material, and
personal information concerning
individuals associated with the grant
applications and/or contract proposals,
the disclosure of which would
constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Advisory
Research Resources Council.

Date: September 9, 2004.

Open: 8:30 a.m. to 2:45 p.m.

Agenda: Report of Center Director and
other issues.

Place: National Institutes of Health, 31
Center Drive, Bldg. 31, Conf. Rm. 10,
Bethesda, MD 20892.

Closed: 2:45 p.m. to Adjournment.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 31
Center Drive, Bldg. 31, Conf. Rm. 10,
Bethesda, MD 20892.

Contact Person: Louise E. Ramm, PhD,
Deputy Director, National Center for
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