
8:00 - 9:00 Breakfast

9:00 - 9:15 Welcome and Introductions Ben Cheng

9:15 - 9:35 Overview of Issues with Expanded Access Programs Valerianna Amorosa

9:35 - 9:45 Prior Expanded Access Programs Linda Onaga

9:45 - 10:05 Community Perspective Nelson Vergel

Luis Mendao

10:05 - 10:15 Academic Perspective Joel Gallant

10:15 - 10:25 Private Practice Perspective Doug Ward

10:25 - 10:35 Payor Perspective Michael Horberg

10:35 - 10:50 Break

10:50 - 11:10 Industry Perspective Karen Manson

Randy Tressler

11:10 - 11:40 Regulatory Perspective Kim Struble

Nathalie Morgensztejn

11:40 - 1:00 Discussion I
Moderators: Trip Gulick, Ben 
Cheng

What are the common issues, where is the conflict?
Discussants: Rob Camp, Dan 
Kuritzkes, Randi Leavitt 

1:00 - 2:00 Lunch

2:00 - 3:15 Discussion II
Moderators: Veronica Miller, Ben 
Cheng

Where do we go from here? What are the 
recommendations? 

Discussants: Pablo Tebas, Fred 
Schmid, Jeff Murray, Christine 
Balt

3:15 - 3:30 Wrap up Ben Cheng

AGENDA

Forum for Collaborative HIV Research
Rethinking the Approach to Expanded Access Programs

Doubletree Hotel, Washington DC
February 16, 2007

Are EAPs still necessary in the current treatment landscape?

Should there be reimbursement for sites participating in EAPs?

What patient population has access to drugs through EAPs?
Access to drug during the transition period when the drug is approved for marketing
What are the barriers for patients to access an EAP?
What sites participate in an EAP?

Do EAPs slow enrollment into other clinical trials?

Need & Access

What patient population has access to drugs through EAPs?
How valuable is the information gathered from EAPs?
IRB & Risk:Benefit
What are the IRB issues?
What are the risks?
What are the benefits?
What are the contract and liability issues?
Site Issues


