Implementation of Risk Minimization Action Plans to Support Quality Use of
Pharmaceuticals; Opportunities and Challenges:
A Public Workshop
June 25 and 26, 2007

Day One: June 25, 2007

8:30 Welcome
Jean Slutsky, P.A., M.S.P.H., Agency for Healthcare Research and Quality
Paul Seligman, M.D., M.P.H., Food and Drug Administration

9:00 Plenary Session
o An Overview of RiskMAPs - Mary Willy, Ph.D., Food and Drug Administration
o RiskMAPs and Why They are Important - Brian L. Strom, M.D., M.P.H.,
University of Pennsylvania

10:00 Break (15 minutes)

10:15 Panel 1 — Patient Advocacy/Consumer Groups
Chair: Terry Toigo, R.Ph., M.B.A.
Panel:
e Mr. Ken Makowka - Fairfield County Multiple Myeloma Support Group
e Mrs. Cheryl Bloom — Former Moderator, MS World
e Ms. Amy Allina - National Women's Health Network
e Mr. William Vaughn - Consumer's Union

Questions and Answers
11:30 Lunch

1:00 Panel 2 - Providers and Payers Perspective
Chair — David Meyers, M.D.
Panel:
e Carole Redding Flamm, M.D., M.P.H., FACP, Blue Cross and Blue Shield
Association
¢ Richard Wagner, Pharm.D., Kaiser Permanente
e Peter Glassman, MBBS, M.Sc., Veteran’s Administration
¢ Wilson Pace, M,D,, American Academy of Family Physicians National
Research Network

Questions and Answers

3:00 Break (15 minutes)



3:15 Panel 3 —Pharmacists and Distributors Perspective

Chair: llisa Bernstein, Pharm.D., J.D.

Panel:

o Mark Gregory, R.Ph., Kerr Drug, representing National Association of Chain
Drug Stores and National Community Pharmacists Association

¢ Nathan Thompson, R.Ph., MBA, Johns Hopkins Home Care Group,
representing the American Society of Health-System Pharmacists

e Marcie Bough, Pharm.D., American Pharmacists Association

¢ Mary Ryan, R.Ph., Medco Health Solutions, Inc, representing Academy of
Managed Care Pharmacy

e Anita Ducca, Healthcare Distribution Management Association

Questions and Answers

4:45 Closing/Adjourn

Day Two: June 26, 2007

8:30 Day 1 Recap — Hugh Tilson, M.D., M.P.H., Dr.P.H.

8:45 Panel 4 — Industry Perspective

Chair: Gerald DalPan, M.D, M.H.S.

Panel:

e Carmen Bozic, M.D., Biogen Idec Inc.
o Tysabri

e Craig Metz, Ph.D., GlaxoSmithKline
0 Lotronex

¢ John Freeman, MSc BSc LLB, Celgene Corporation
o Revlimid

Questions and Answers
10:15 Break (15 minutes)
10:30 Open Public Hearing
11:30 Lunch

1.00 Panel 5 - Evaluation Perspectives

Chair: Parivash Nourjah, Ph.D.

Panel:

e Anne Trontell, M.D., M.P.H., Agency for Heathcare Research and Quality
0 Challenges in Evaluation

¢ Nancy Allen LaPointe, Pharm.D., Duke University
o Dofetilide RiskMAP Program

e Brian Strom, M.D., M.P.H., University of Pennsylvania
0 Bactrim/Warfarin Electronic Alert System

e Judith A. Racoosin, M.D., M.P.H., Food and Drug Administration
0 Clozapine RiskMAP Program



2:30 Break

2:45 Panel 6 - Research and Possible Future Directions for Risk Management
Tools
Chair: Anne Trontell, M.D., M.P.H.
Panel:
e Murray Lumpkin, M.D., Food and Drug Administration
o European Medicines Agency (EMEA) RiskMAPs
e Steven Simon,M.D. HMO Research Network
0 Effective Healthcare Information Technology
e Dan Malone, Ph.D., University of Arizona
0 Lessons Learned - DDI Alerts: Implications for Risk Management

4:00 Panel 7 - Summary (Wrap Up Session)
Chair: Hugh Tilson, M.D., M.P.H., Dr.P.H.
Panel:
e Terry Toigo, R.Ph., M.B.A.

John Gardner, M.D., Dr.P.H..

llisa Bernstein, Pharm.D., J.D.

Gerald DalPan, M.D., M.H.S.

Anne Trontell, M.D., M.P.H.

Parivash Nourjah, Ph.D.

5:00 Adjourn



