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from sale as a result of safety or
effectiveness concerns. FDA has
independently evaluated relevant
literature and data for possible
postmarketing adverse event reports, but
has found no information that would
indicate this product was withdrawn for
reasons of safety or effectiveness.

After considering the citizen petition
and reviewing its records, FDA
determines that, for the reasons outlined
previously, Wyeth-Ayerst’s piperacillan
for injection USP, 40-g pharmacy bulk
package, was not withdrawn from sale
for reasons of safety or effectiveness.
Accordingly, the agency will continue
to list piperacillan for injection USP, 40-
g pharmacy bulk package, in the
“Discontinued Drug Product List”
section of the Orange Book. The
“Discontinued Drug Product List”
delineates, among other items, drug
products that have been discontinued
from marketing for reasons other than
safety or effectiveness. ANDAs that refer
to piperacillan for injection USP, 40-g
pharmacy bulk package, may be
approved by the agency.

Dated: June 24, 2002.

Margaret M. Dotzel,

Associate Commissioner for Policy.
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ACTION: Notice of public workshops.

SUMMARY: The Food and Drug
Administration (FDA) and the Pacific
Region Small Business Office, in
cooperation with the Western
Association of Food and Drug Officials
(WAFDO), is announcing a series of
workshops on food security and recalls.
Topics for discussion include: Food
safety and security guidance and
procedures, preparing for and
conducting a food recall, the use of
tamper-evident packaging to avoid
product counterfeiting, and the
introduction of adulterants. These 1-day
workshops for the food industry target
food manufacturers, repackers, growers,
and transporters. The workshops will
include both industry and FDA
perspectives.

Date and Time: The public workshops
are scheduled as follows:

1. Thursday, July 25, 2002, 8:30 a.m.
to 4:30 p.m., Oakland, CA.

2. Wednesday, August 28, 2002, 8:30
a.m. to 4:30 p.m., Los Angeles, CA.

3. Tuesday, September 24, 2002, 8:30
a.m. to 4:30 p.m., Seattle, WA.

Location: The public workshops will
be held at the following locations:

1. Oakland—Ronald V. Dellums
Federal Building Auditorium and
Conference Center, 1301 Clay St.,
Oakland, CA.

2. Los Angeles—Ronald Reagan State
Building Auditorium, 300 South Spring
St., Los Angeles, CA.

3. Seattle, WA—Seattle Center, Lopez
Room, 300 First Ave. North, corner of
Republican Street, Seattle, WA.

Contact: Marcia Madrigal, Industry
and Small Business Representative,
Food and Drug Administration, Oakland
Federal Building, 1301 Clay St., suite
1180N, Oakland, CA 94612, 510-637—
3980, FAX 510-637-3977, or e-mail:
mmadriga@ora.fda.gov.

Registration: Send registration
information (including name, title, firm
name, address, telephone, and fax
number) and registration fee to Chuck
Henry at WAFDO, 14344 East Caley
Ave., Aurora, CO 80016, FAX 303-753—
6809, or e-mail:
chuck.henry@state.co.us.

The registration fee will be used to
offset the expenses of hosting the
conferences, including meals,
refreshments, meeting rooms, and
materials. Space is limited, therefore
interested parties are encouraged to
register early. Limited onsite registration
may be available. Please arrive early to
ensure prompt registration.

If you need special accommodations
due to a disability, please contact
Marcia Madrigal at least 7 days in
advance of the workshop.

SUPPLEMENTARY INFORMATION: The “Food
Security and Recalls”” workshops help
fulfill the Department of Health and
Human Services’ and FDA’s important
mission to protect the public health by
preventing and countering terrorism
related to the nation’s food supply. FDA
has made providing security guidance
and information to the food industry a
high priority.

The workshop helps to implement the
objectives of section 406 of the FDA
Modernization Act (21 U.S.C. 393) and
the FDA Plan for Statutory Compliance,
which includes working more closely
with stakeholders and ensuring access
to needed scientific and technical
expertise. The workshop also furthers
the goals of the Small Business
Regulatory Enforcement Fairness Act

(Public Law 104-121) by providing

outreach activities by Government

agencies directed to small businesses.
Dated: June 26, 2002.

Margaret M. Dotzel,

Associate Commissioner for Policy.
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This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). At least one portion of the
meeting will be closed to the public.

Name of Committee: General and
Plastic Surgery Devices Panel of the
Medical Devices 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 July 8, 2002, from 1 p.m. to 5
p-m., and July 9, 2002, from 8 a.m. to
5 p.m.

Location: Holiday Inn, Ballroom, Two
Montgomery Village Ave., Gaithersburg,
MD

Contact Person: David Krause, Center
for Devices and Radiological Health
(HFZ—410), Food and Drug
Administration, 9200 Corporate Blvd.,
Rockville, MD 20850, 301-594—-3090,
ext. 141, or FDA Advisory Committee
Information Line, 1-800-741-8138
(301-443-0572 in the Washington, DC
area), code 12519. Please call the
Information Line or access the Internet
address of http://www.fda.gov/cdrh/
panelmtg.html for up-to-date
information on this meeting.

Agenda: On July 8, 2002, the
committee will discuss and make
recommendations on the classification
of a preamendment device, the silicone
elastomer for scar management. The
committee will also discuss and make
recommendations on the reclassification
of a transitional class III device, the
absorbable hemostatic agent and
dressing device intended for hemostasis
during surgical procedures. On July 9,
2002, FDA and two manufacturers of
approved saline inflatable breast
implant devices will present postmarket
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