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AGENDA




Gaithersburg Hilton
620 Perry Parkway
Gaithersburg, MD
Proposed Agenda
Wednesday, September 17, 1997 Open Session
8:00 AM Greetings and Call to Order John B. Downs, M.D., Chairman
8:05 AM Conflict of Interest Statement Karen M. Templeton-Somers, Ph.D.
Executive Secretary
Open Public Hearing
One-half hour allocated unless public participation does not last that long.
NDA 20-747 Actiq™, Anesta Corp.
- for the management of chronic pain, particularly breakthrough pain, in
patients who are already receiving and are tolerant to opioid therapy.

8:35 AM FDA Opening Remarks and Introduction ~ Cynthia McCormick, M.D.
8:45 AM Sponsor's Presentation
10:15 AM Break
10:30 AM Committee Discussion
11:00 AM  FDA Presentations

Clinical Review Roberta Kahn, M.D.

Pharmacokinetics Suresh Doddapaneni, Ph.D.

Abuse Liability Michael Klein, Ph.D.

Risk Management Plan Curtis Wright, M.D.

Chemistry Abi D’Sa, Ph.D.
12:00 N Committee Discussion
12:30PM  Lunch
1:30 PM Committee Discussion
3:00 PM Open Public Hearing ¢

One-half hour allocated unless public participation does not last that long.
3:30 PM Break
3:45PM Committee Discussion and Vote
5:00 PM Adjourn

Food and Drug Administration
Center for Drug Evaluation and Research

Anesthetic and Life Support Drugs Advisory Committee



Anesthetic and Life Support Drugs Advisory Committee

The following people will also be participating and voting at this meeting:

Drug Abuse Advisory Committee:

Harriet de Wit, Ph.D.

Department of Psychiatry

Pritzker School of Medicine

The University of Chicago, MC 3077
5841 South Maryland Avenue
Chicago, IL 60637

Oncologic Drugs Advisory Committee:

Derek Raghavan, M.D.

USC Norris Comprehensive Cancer Center
1441 Eastlake Avenue, Rm. 3450

Los Angeles, CA 90033

Pediatric Subcommittee of the ALSAC:

Suzanne Brown, CRNA
6335 S.W. Dolph Dr.
Portland, OR 97219

SGE Consultants:

Ronny Hertz, M.D. ¢
Pain Management Center

St. Luke’s Roosevelt Hospital

1000 Tenth Avenue

New York, NY 10019

Eric Strain, M.D.

Behavioral Pharmacology Research Unit
Johns Hopkins Bayview Medical Center
5510 Nathan Shock Drive

Baltimore, MD 21224

Peter Rothstein, M.D.
Columbia/Presbyterian Medical Center
Babies and Children’s Hospital

622 West 168th St., BN 440

New York, NY 10032

Mitchell Max, M.D.

National Institutes of Health
National Institute of Dental Research
Building 10; Room 3C-405
Bethesda, MD 20892
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CHAIRMAN

Downs, John B., M.D. 3/31/98

Professor and Chairman

Department of Anesthesiology

University of South Florida
College of Medicine

12901 Bruce B. Downs Blvd., MDC 59

Tampa, Florida 33612-4798

MEMBERS

Consumer Representative

Curll, Mary G., R.N., M.S.N., CNOR
Assistant Professor 3/31/98
San Antonio College

‘Department of Nursing Education

1300 San Pedro

San Antonio, Texas 78212-4299

Ellis, John E., M.D. 3/31/98
Assistant Professor
Department of Anesthesia

and Critical Care
The University of Chicago
5841 South Maryland Avenue, MC 4028
Chicago, Illinois 60637

Palmer, Susan K., M.D. 3/31/98
Associlate Professor
Department of Anesthesiology
University of Colorado
Health Sciences Center
4200 East Ninth Avenue
Campus Box 5113
Denver, Colorado 80262

Wood, Margaret, M.D. 3/31/98
E.M. Papper Professor and Chairman
Department of Anesthesiology
College of Physicians & Surgeons

of Columbia University
630 West 168th Street
New York, New York 10032

Young, Marie L., M.D. 3/31/98
Associate Professor

Department of Anesthesia

University of Pennsylvania

3400 Spruce Street

{
Philadelphia, Pennsylvania 19104-4283

{

Reves, Joseph G., M.D. 3/31/99
Professor and Chairman

Department of Anesthesiology

Duke University, Box 3094

Erwin Road, Duke North, Rm. 3412
Durham, North Carolina 27710

July 29, 1997

EXECUTIVE SECRETARY

Karen M. Templeton-Somers, Ph.D.
Advisors and Consultants Staff

Center for Drug Evaluation and Research
Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20857

(301) 443-4695 Fax: (301) 443-0698

Rohde, Charles A., Ph.D. 3/31/99
Professor and Chairman

Department of Biostatistics

School of Hygiene and Public Health

The Johns Hopkins University

615 North Wolfe Street, Rm. 3039
Baltimore, Maryland 21205-3179

Savarese, John J., M.D. 3/31/99

Professor and Chairman

Department of Anesthesia

The New York Hospital-Cornell Medical
Center, Rm. A-1050

525 East 68th Street

New York, New York 10021

carlisle, Amanda S., Ph.D., M.D. 3/31/01
Professor of Anesthesia and Medicine
University of California, San Francisco
Department of Anesthesia, Box 0624
Division of Critical Care Medicine

505 Parnassus Avenue, Room M-917

San Francisco, California 94143-0624

Horlocker, Terese T., M.D. 3/31/01
Assistant Professor of Anesthesiology
Department of Anesthesiology

Mayo Clinic

200 First Street Street, S.W.

Rochester, Minnesota 55905

Lowenstein, Edward, M.D. 3/31/01
Anesthetist-in-Chief
Deaconess Medical Center
Department of Anesthesia
and Critical Care
Harvard Medical School
330 Brookline Avenue
Boston, Massachusetts 02215

Watcha, Mehernoor F. M.D. 3/31/01

Associate Professor

University of Texas, Southwestern
Medical Center

Department of Anesthesiology
and Pain Management

5323 Harry Hines Boulevard

Dallas, Texas 75235-9068
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Questions for the Committee

. Do adequate and well controlled studies support the Sponsor’s claim that this
product is effective in the treatment of recurrent breakthrough cancer pain at
the doses proposed and in the manner of use proposed?

. Do adequate and well controlled studies support a broader claim for pain control?

If so, for what dose and in which population?

. Has the sponsor adequately identified and supported with data the limits of safe
dosing for this product?

How should recommendations on the maximum recommended dose be addressed
in the product label?

. Has the Sponsor adequately assessed the potential for accidental misuse and
diversion or abuse? In your deliberations, please consider these issues:

- the effect of dose on opiate-naive individuals.

- packaging and identification.

- accessibility and disposal.

. Does the sponsor’s risk management plan adequately provide for
administration of this product in the environment proposed?

{
Based on the risk management plans, should there be specific restriction on its
dispensation (for example, should this be marketed for at home use)?

In what manner should this be addressed in the product label?



