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DIA Chair: Tad Archambault, Virtu Stat, Ltd.

Speaker: Ming Zhou, Bristol-Myers Squibb

A Novel Design for Decision Rules Based on Statistical Testing Strategies of Binary Endpoints in a Definitive
Go/No-Go Single-Treatment Clinical Study

Ming Zhou and Larry Z. Shen (Therapeutic Innovation & Regulatory Science, Vol. 48, Issue 3, pp. 327-335, 2014)

PSI1 Chair: Laura Steven, Numerus Ltd

Speaker: Meihua Wang, Merck Research Laboratories

Evaluation of program success for programs with multiple trials in binary outcomes

Meihua Wang, G. Frank Liu, and Jerald Schindler (Pharmaceutical Statistics, Vol. 14, Issue 3, pp. 172-179, 2015)

Discussant: Fanhui Kong, FDA

For each of these published papers there will be a 25 min presentation by the author followed by a 15 min discussion by the discussant, after which the
lines will be opened to the floor for questions.

PSI article available to view from December 8" to January 5™ at PSI VJC home page and the DIA TIRS article can be found on the DIA website.

Presentation slides will be available prior to the call. Journal subscribers can access papers at any time. Podcasts will be available shortly after the TC to
download from the above websites.

Open to PSI and non-PSI members and DIA and non-DIA members — no need to pre-register.

We encourage you to read these papers in advance so you get the most from this event.

Where multiple people are dialling in from the same site, we encourage you to book a meeting room and dial in together.

For further info/feedback, or if you would like to submit a question to the authors in advance of the meeting please contact journalclub@psiweb.org

Disclaimer: In accordance with the DIA Volunteer Code of Conduct, no volunteer shall use any information provided by the Association or acquired as a consequence of volunteer's services to the Association in any manner other than in
furtherance of his or her volunteer duties with DIA. Volunteers are expected to act at all times in the best interests of the Association and not for personal or third-party gain or financial enrichment. DIA reserves the right to reproduce, license,
sell, display, and distribute copies of materials posted to the DIA website, in any medium or technology (including online) consistent with DIA's non-profit and tax exempt purposes.
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