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SESSION PROPOSAL 15
OPTIMIZING THE INTERDISCIPLINARY DESIGN OF ADAPTIVE PLATFORM TRIALS
Roger J Lewis, Not Applicable, Berry Consultants, LLC

Description of Session:
Adaptive platform trials (APTs) are often complex clinical trials that, ideally, are well suited to answer the motivating
clinical questions effectively and efficiently, with the motivating clinical questions and associated treatment arms
expected to evolve over time as evidence accumulates. Recently, APTs have played a pivotal role in informing public
health policy by efficiently generating compelling evidence regarding the effectiveness of therapies for COVID-19.
For APTs to be maximally effective in informing future public health policy, they must be carefully tailored to
address the right clinical questions, with the right balance of size, scope, rigor, and flexibility. The design process
requires input from clinical and statistical domain experts and often includes input from trial implementation
personnel, ethicists, and patient representatives. The design process in inherently iterative, with proposed designs
evaluated through trial simulation, the identification of strengths and weaknesses of the proposed design, and revision
by the team to address weaknesses. This iterative design process requires effective communication and collaboration
between the statistical and clinical domain experts.
This session is intended to present a current best practice in facilitating and enhancing the collaborative design
process for APTs, including how best to present simulation-based trial performance to the design team and ensure
effective interdisciplinary communication. The speakers have extensive experience in leading the design of APTs
across multiple therapeutic areas, in both academic and industry settings.
The session will begin with a brief presentation by Dr. Lewis on the basic structure of an APT and the tasks and
challenges associated with the multidisciplinary design process. The subsequent discussion will be organized by the
following themes: (1) considerations in the selection of the study population and primary outcome metric; (2)
selecting treatment domains and factors to be compared; (3) trial simulation and communication of performance
metrics to both statistical and non-statistical team members; and (4) defining and calibrating interim decision rules.
Each of the 4 panel members will outline a recommended approach to facilitating one of the 4 design tasks, with
examples drawn from their experience. The remaining time (15 minutes) will be available for a panel question and
answer period.
At the end of the session, the audience will have an understanding of the general organization of, and a process for
facilitating, the design process for an adaptive platform trial.
Panel Members
Roger J. Lewis, MD, PhD is a Senior Physician in the Los Angeles County Department of Health Services, Professor
of Emergency Medicine at the David Geffen School of Medicine at UCLA, and the Senior Medical Scientist at Berry
Consultants, LLC, a group that specializes in innovative clinical trial design. He is also the former Chair of the
Department of Emergency Medicine at Harbor-UCLA Medical Center. Dr. Lewis’s expertise centers on adaptive and
Bayesian clinical trials, including platform trials; translational, clinical, health services and outcomes research
methodology; data and safety monitoring boards, and the oversight of clinical trials. Dr. Lewis was elected to
membership in the National Academy of Medicine in 2009. He has authored or coauthored over 270 original research
publications, reviews, editorials, and chapters. Dr. Lewis is a Past President of the Society for Academic Emergency
Medicine (SAEM) and served on the Board of Directors for the Society for Clinical Trials. He is a fellow of the
American College of Emergency Physicians, the American Statistical Association, and the Society for Clinical Trials.
Juliana Tolles, MD, MHS is an Assistant Professor of Emergency Medicine at the Harbor-UCLA Medical Center and
the David Geffen School of Medicine at UCLA, and a Medical and Statistical Scientist at Berry Consultants, LLC.
Her academic research interests include emergency medical services, resuscitation medicine and trauma care. She has
authored several reviews for JAMA on statistical methodology and has lectured nationally on research methodology
for the Society for Academic Emergency Medicine Advanced Research Methodology Evaluation and Design
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for the Society for Academic Emergency Medicine Advanced Research Methodology Evaluation and Design
(ARMED) course. She is also a co-investigator for the Strategies to Innovate Emergency Clinical Care Trials
(SIREN) network Southern California site.
Kert Viele, PhD is a Director and Senior Statistical Scientist with Berry Consultants, where he leads Berry
Consultants’ research enterprise. He is a leader in clinical trial implementation of Bayesian hierarchical modeling,
with expertise in platform and basket trials as well as clinical trials incorporating the use of historical information.
Prior to joining Berry Consultants in 2010, he was a faculty member at the University of Kentucky, where he
received the Provost’s Award for Outstanding Teaching and was an investigator for NSF and NIH funded research.
He has developed over 100 custom Bayesian adaptive clinical trials for clients in industry, government, and
academia, and currently serves on several data safety monitoring boards for randomized clinical trials. A former
editor of the journal Bayesian Analysis, Dr. Viele is also an author of FACTS (Fixed and Adaptive Clinical Trial
Simulator), clinical trial simulation software currently licensed to multiple pharmaceutical, academic, and
government organizations.
William Meurer, MD, MS is an Associate Professor of Emergency Medicine and Neurology at the University of
Michigan Health System. In addition, he serves as a Medical and Statistical Scientist for Berry Consultants, LLC. He
works to improve the care of patients with acute neurological disease both through his work on the acute stroke team
and as a researcher. His work in the field focuses on the design of clinical trials with adaptive and flexible
components. In addition, he is a principal investigator of the National Institutes of Neurological Disorders and Stroke
(NINDS) Clinical Trials Methodology Course (http://neurotrials.training) and a co-investigator in the clinical
coordinating center of the Strategies to Innovate Emergency Clinical Care Trials (SIREN) network – also funded by
NIH). He was a co-investigator on the Adaptive Designs Accelerating Promising Treatments into Trials (ADAPT-IT)
project, as part of the FDA Advancing Regulatory Science initiative with NIH.
Contributors:
Roger J. Lewis, MD, PhD, Berry Consultants, LLC; Harbor-UCLA Medical Center; and David Geffen School of
Medicine at UCLA
Juliana Tolles, MD, MHS, Berry Consultants, LLC; Harbor-UCLA Medical Center; and David Geffen School of
Medicine at UCLA
Kert Viele, PhD, Berry Consultants, LLC
Will Meurer, MD, MS, Department of Emergency Medicine, University of Michigan
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