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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indicate this product was withdrawn for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package, was not withdrawn from sale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.

[FR Doc. 02-16668 Filed 7—2—02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Food and Drug Administration/Industry
Exchange Workshops on Food
Security and Recalls; Public
Workshops

AGENCY: Food and Drug Administration,
HHS.

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.

[FR Doc. 02-16667 Filed 7-2—-02; 8:45 am]|

BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

General and Plastic Surgery Devices
Panel of the Medical Devices 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). 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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information to the committee for their
consideration. Background information
for each day’s topic, including the
agenda and questions for the committee,
will be available to the public 1-
business day before the meeting on the
Internet at http://www.fda.gov/cdrh/
panelmtg.html. Material for the July 8,
2002, session will be posted on July 5,
2002; material for the July 9, 2002,
session will be posted on July 8, 2002.

Procedure: On July 8, 2002, from 1:30
p.m. to 5 p.m., and on July 9, 2002, from
8 a.m. to 5 p.m., the meeting is open to
the public. 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 July 5, 2002. Oral
presentations from the public will be
scheduled between approximately 1:45
p-m. and 2:15 p.m. and 4 p.m. and 4:30
p-m. on July 8, 2002; and between
approximately 8:30 a.m. and 10:30 a.m.
on July 9, 2002. Time allotted for each
presentation may be limited. Those
desiring to make formal oral
presentations should notify the contact
person by July 5, 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.

Closed Committee Deliberations: On
July 8, 2002, from 1 p.m. to 1:30 p.m.,
the meeting will be closed to permit
discussion and review of trade secret
and/or confidential commercial
information (5 U.S.C. 552b(c)(4))
relating to pending issues and
applications.

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 AnnMarie
Williams, Conference Management
Staff, at 301-594—1283, ext. 113, by July
5, 2002.

FDA regrets that it was unable to
publish this notice 15 days prior to the
General and Plastic Surgery Devices
Panel of the Medical Devices Advisory
Committee meeting. Because the agency
believes there is some urgency to bring
these issues to public discussion and
qualified members of the General and
Plastic Surgery Devices Panel of the
Medical Devices Advisory Committee
were available at this time, the

Commissioner of Food and Drugs
concluded that it was in the public
interest to hold this meeting even if
there was not sufficient time for the
customary 15-day public notice.

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

Dated: June 25, 2002.
William K. Hubbard,

Senior Associate Commissioner for Policy,
Planning, and Legislation.

[FR Doc. 02—16734 Filed 6—28-02; 3:10 pm]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

Current List of Laboratories Which
Meet Minimum Standards To Engage in
Urine Drug Testing for Federal
Agencies

AGENCY: Substance Abuse and Mental
Health Services Administration, HHS.

ACTION: Notice.

SUMMARY: The Department of Health and
Human Services notifies Federal
agencies of the laboratories currently
certified to meet standards of Subpart C
of Mandatory Guidelines for Federal
Workplace Drug Testing Programs (59
FR 29916, 29925). A notice listing all
currently certified laboratories is
published in the Federal Register
during the first week of each month. If
any laboratory’s certification is
suspended or revoked, the laboratory
will be omitted from subsequent lists
until such time as it is restored to full
certification under the Guidelines.

If any laboratory has withdrawn from
the National Laboratory Certification
Program during the past month, it will
be listed at the end, and will be omitted
from the monthly listing thereafter.

This notice is also available on the
internet at the following Web sites:
http://workplace.samhsa.gov and http://
www.drugfreeworkplace.gov.

FOR FURTHER INFORMATION CONTACT: Mrs.
Giselle Hersh or Dr. Walter Vogl,
Division of Workplace Programs, 5600
Fishers Lane, Rockwall 2 Building,
Room 815, Rockville, Maryland 20857;
Tel.: (301) 443—-6014, Fax: (301) 443—
3031.

SUPPLEMENTARY INFORMATION:
Mandatory Guidelines for Federal
Workplace Drug Testing were developed
in accordance with Executive Order
12564 and section 503 of Pub. L. 100-
71. Subpart C of the Guidelines,
“Certification of Laboratories Engaged

in Urine Drug Testing for Federal
Agencies,” sets strict standards which
laboratories must meet in order to
conduct urine drug testing for Federal
agencies. To become certified an
applicant laboratory must undergo three
rounds of performance testing plus an
on-site inspection.

To maintain that certification a
laboratory must participate in a
quarterly performance testing program
plus periodic, on-site inspections.

Laboratories which claim to be in the
applicant stage of certification are not to
be considered as meeting the minimum
requirements expressed in the HHS
Guidelines. A laboratory must have its
letter of certification from SAMHSA,
HHS (formerly: HHS/NIDA) which
attests that it has met minimum
standards.

In accordance with Subpart C of the
Guidelines, the following laboratories
meet the minimum standards set forth
in the Guidelines:

ACL Laboratories, 8901 W. Lincoln
Ave., West Allis, WI 53227, 414-328—
7840/800-877-7016, (Formerly:
Bayshore Clinical Laboratory)

ACM Medical Laboratory, Inc., 160
Elmgrove Park, Rochester, NY 14624,
716—429-2264

Advanced Toxicology Network, 3560
Air Center Cove, Suite 101, Memphis,
TN 38118, 901-794-5770/888—-290—
1150

Aegis Analytical Laboratories, Inc., 345
Hill Ave., Nashville, TN 37210, 615—
255-2400

Alliance Laboratory Services, 3200
Burnet Ave., Cincinnati, OH 45229,
513-585-9000, (Formerly: Jewish
Hospital of Cincinnati, Inc.)

American Medical Laboratories, Inc.,
14225 Newbrook Dr., Chantilly, VA
20151, 703-802-6900

Associated Pathologists Laboratories,
Inc., 4230 South Burnham Ave., Suite
250, Las Vegas, NV 89119-5412, 702—
733-7866 / 800—433—-2750

Baptist Medical Center—Toxicology
Laboratory, 9601 I-630, Exit 7, Little
Rock, AR 72205-7299, 501-202—-2783,
(Formerly: Forensic Toxicology
Laboratory Baptist Medical Center)

Clinical Laboratory Partners, LLC, 129
East Cedar St., Newington, CT 06111,
860—696—8115, (Formerly: Hartford
Hospital Toxicology Laboratory)

Clinical Reference Lab, 8433 Quivira
Rd., Lenexa, KS 66215-2802, 800—
445-6917

Cox Health Systems, Department of
Toxicology, 1423 North Jefferson
Ave., Springfield, MO 65802, 800—
876-3652/417-269-3093, (Formerly:
Cox Medical Centers)
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