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Access Programs

Sheraton Philadelphia University City Hotel | Philadelphia, PA
Main Conference Agenda
Tuesday, September 26™

7:30AM Registration & Coffee
8:45AM Chairperson’s Welcome and Opening Session
9:00AM KEYNOTE: Defining PAP’s with the Future in Mind: Gene Therapy and What’s to Come
Pat Furlong, President and CEO, Parent Project Muscular Dystrophy
10:00AM | Weighing your Options: Considering, Selecting and Managing a PAP Effectively
Catherine Blansfield, Vice President and Access and Outcome Services, National Organization for Rare
Diseases
10:45AM | Networking Break
11:30AM | The Moral Dilemma: Providing Potentially Life-Saving Drugs in an Ethical Manner
Andrew McFadyen, Executive Director, The Isaac Foundation
12:15PM | Roundtable Discussions
Table 1: EU Table 2: US Table 3: Canada Table 4: Brazil
Tom Watson, Pre- Brian J. Malkin, Former Andrew McFadyen, Luiz Andre Magno, Global
Approval Access Expert, FDA Counsel Executive Director, The Medical Affairs Leader —
TW Consulting Group Ltd. Isaac Foundation
1:00PM Networking Lunch Break
1:45PM The Expanded Access (E ingle Patient or Compassi
Stop Shop
. r_ - g
June Was xecutiv )gand'CEOQ, Reagan-Udall Foundation f
2:30PM Explore’How, p Admi is.tption Affects the Future of Pr
Naomi Lopez : thcare Policy, Goldwater Institu
Brian J. Malki A Cou ox LLP
lison Bateman-House, Research Assistant Professor, Division of Medi
Paul Melmeyer,
3:15PM Afternoon Coff e Network Over Refreshments
The Consideration InzAccount to Build a Successful PAP
Karen Bartels, Director, Global Miggl#"

straZeneca
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Access Programs

Sheraton Philadelphia University City Hotel | Philadelphia, PA
Main Conference Agenda

Wednesday, September 27"

7:30AM Registration & Coffee
8:45AM Chairperson’s Welcome and Opening Session

9:00AM KEYNOTE: Get an Insider’s Look into J&J’s Compassionate Use Advisory Committee (CompAC): 17
Months of Data Provides Groundbreaking Insight into the Patient Perspective

Beverly Harrison, Head of Patient Support, Janssen Pharmaceutical Companies of Johnson & Johnson

10:00AM | Explore Manufacturers’ Challenges to Facilitate Understanding and Potential Approaches Within
Gene Therapy

Jessica Imrie, Rare Diseases, Gene Therapy Head of Strategy and Operations, GSK
10:45AM | Networking Break
11:30AM | Strategies for Interpreting Regulations within your Access Programs

Paul Aliu, Global Head Medical Governance, Novartis

12:15PM | Anticipate and Understand the Unforeseen Roadblocks of PAPs and their Repercussions

Ramana Sonty, Director, Global Medical Organization, Johnson & Johnson

Paul Aliu, Global Head Medical Governance, Novartis

Tom Watson, Pre Approval Access Expert, TW Consulting Group Ltd.
1:00PM Networking Lunch Break
1:45PM Adapting Big Pharma Logisti i re Success within Biotech Org

CE‘% u—e.l.u:aqqrp Biotech Inc

Arun Kumar, Pr

2:30PM Convertin datai Id Lessons Learned to Advance the
Romi n'€onsulting, Clinigen Group o
3:15PM | Aft )ver Refreshments

3:45PM U Regulatory Developments, Inclu

sultant, MK&A
Data and-their Impact on Drug Development

Jane Re@se-Cc;u urne,
4:30PM | Collecting Adver(.' ve

Richard Klein, Former~mggw‘5
End of Day Two

presentations following
PLEASE TURN YOUR EVALUATION IN AT THE REGISTRATIO

USERNAME AND PAS!
PLEASE NOTE THE PRESENTATIONS WILL BE AVAILABL’E BE
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