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5, 1994, CDRH approved the application
by a letter to the applicant from the
Director of the Office of Device
Evaluation, CDRH.

A summary of the safety and
effectiveness data on which CDRH
based its approval is on file in the
Dockets Management Branch (address
above) and is available from that office
upon written request. Requests should
be identified with the name of the
device and the docket number found in
brackets in the heading of this
document.

Opportunity for Administrative Review

Section 515(d)(3) of the act (21 U.S.C.
360e(d)(3)) authorizes any interested
person to petition, under section 515(g)
of the act, for administrative review of
CDRH'’s decision to approve this
application. A petitioner may request
either a formal hearing under part 12 (21
CFR part 12) of FDA’s administrative
practices and procedures regulations or
a review of the application and CDRH’s
action by an independent advisory
committee of experts. A petition is to be
in the form of a petition for
reconsideration under § 10.33(b) (21
CFR 10.33(b)). A petitioner shall
identify the form of review requested
(hearing or independent advisory
committee) and shall submit with the
petition supporting data and
information showing that there is a
genuine and substantial issue of
material fact for resolution through
administrative review. After reviewing
the petition, FDA will decide whether to
grant or deny the petition and will
publish a notice of its decision in the
Federal Register. If FDA grants the
petition, the notice will state the issue
to be reviewed, the form of review to be
used, the persons who may participate
in the review, the time and place where
the review will occur, and other details.

Petitioners may, at any time on or
before March 20, 1995, file with the
Dockets Management Branch (address
above) two copies of each petition and
supporting data and information,
identified with the name of the device
and the docket number found in
brackets in the heading of this
document. Received petitions may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(secs. 515(d), 520(h) (21 U.S.C. 360e(d),
360j(h))) and under authority delegated
to the Commissioner of Food and Drugs
(21 CFR 5.10) and redelegated to the
Director, Center for Devices and
Radiological Health (21 CFR 5.53).

Dated: February 7, 1995.
Joseph A. Levitt,

Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.

[FR Doc. 95-4057 Filed 2—-16-95; 8:45 am]
BILLING CODE 4160-01-F

Advisory Committees; Notice of
Meetings

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: This notice announces
forthcoming meetings of public advisory
committees of the Food and Drug
Administration (FDA). This notice also
summarizes the procedures for the
meetings and methods by which
interested persons may participate in
open public hearings before FDA’s
advisory committees.

FDA has established an Advisory
Committee Information Hotline (the
hotline) using a voice-mail telephone
system. The hotline provides the public
with access to the most current
information on FDA advisory committee
meetings. The advisory committee
hotline, which will disseminate current
information and information updates,
can be accessed by dialing 1-800-741—
8138 or 301-443-0572. Each advisory
committee is assigned a 5-digit number.
This 5-digit number will appear in each
individual notice of meeting. The
hotline will enable the public to obtain
information about a particular advisory
committee by using the committee’s 5-
digit number. Information in the hotline
is preliminary and may change before a
meeting is actually held. The hotline
will be updated when such changes are
made.

MEETINGS: The following advisory
committee meetings are announced:

Radiological Devices Panel of the
Medical Devices Advisory Committee

Date, time, and place. March 6, 1995,
8 a.m., Corporate Bldg., conference
room 20G, 9200 Corporate Blvd.,
Rockville, MD. A limited number of
overnight accommodations have been
reserved at the Gaithersburg Marriott
Washingtonian Center, 9751
Washingtonian Blvd., Gaithersburg, MD.
Attendees requiring overnight
accommodations may contact the hotel
at 301-590-0044 and reference the FDA
panel meeting block. Reservations will
be confirmed at the group rate based on
availability.

Type of meeting and contact person.
Open public hearing, 8 a.m. to 9 a.m.,
unless public participation does not last
that long; open committee discussion, 9

a.m. to 4 p.m.; Robert A. Phillips, Center
for Devices and Radiological Health
(HFZ—-470), Food and Drug
Administration, 9200 Corporate Blvd.,
Rockville, MD 20850, 301-594-1212, or
FDA Advisory Committee Information
Hotline, 1-800-741-8138 (301-443—
0572 in the Washington, DC area),
Radiological Devices Panel, code 12526.
If anyone who is planning to attend the
meeting will need any special assistance
as defined under the Americans with
Disabilities Act, please communicate
with the contact person.

General function of the committee.
The committee reviews and evaluates
data on the safety and effectiveness of
marketed and investigational devices
and makes recommendations for their
regulation.

Agenda—Open public hearing.
Interested persons may present data,
information, or views, orally or in
writing, on issues pending before the
committee. Those desiring to make
formal presentations should notify the
contact person before March 1, 1995,
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 required to make their
comments.

Open committee discussion. The
committee will discuss clinical data
requirements (experimental designs,
protocols, quality assurance, etc.) for
digital mammography submissions.
Copies of a draft protocol are available
from the contact person.

Blood Products Advisory Committee

Date, time, and place. March 23 and
24, 1995, 8 a.m., Parklawn Bldg.,
conference rooms D and E, 5600 Fishers
Lane, Rockville, MD.

Type of meeting and contact person.
Open committee discussion, March 23,
1995, 8 a.m. to 9:30 a.m.; open public
hearing, 9:30 a.m. to 10 a.m., unless
public participation does not last that
long ; open committee discussion, 10
a.m. to 11:30 a.m.; open public hearing,
11:30 a.m. to 12 m., unless public
participation does not last that long;
open committee discussion, 12 m. to
2:30 p.m.; open public hearing, 2:30
p.m. to 3:30 p.m., unless public
participation does not last that long;
open committee discussion, 3:30 p.m. to
5:30 p.m.; open committee discussion,
March 24, 1995, 8 a.m. to 9 a.m.; open
public hearing, 9 a.m. to 10:30 a.m.,
unless public participation does not last
that long; open committee discussion,
10:30 a.m. to 5:30 p.m.; Linda A.
Smallwood, Center for Biologics



