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E20 Informal WG (12[ZEWG)

o SINE{A

— ANVISA, Brazil; BIO; EC, Europe; EFPIA; FDA, United
States; GHC; Health Canada, Canada; HSA, Singapore;
IFPMA; IGBA; JPMA; MFEDS, Republic of Korea;
MHLW/PMDA, Japan; NMPA, China; PhRMA;
Swissmedic, Switzerland; TFDA, Chinese Taipei

* Rapporteur

— Dr. Z. John Zhong - PhRMA
 Regulatory chair

— Dr. Gregory Levin - FDA, United States
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“Issues to be resolved”

e A common terminology for adaptive clinical trials

 The potential benefits of adaptive clinical trials and areas

(e.g., study settings and design features) of meaningful
applications

 The principles for the design, conduct, analysis, and proper
interpretation of adaptive clinical trials, including
considerations of the risk of erroneous conclusions (e.g.,
control of false positive and false negative conclusions, and
reliability of effect estimates), maintenance of trial integrity,
and handling of operational challenges

e The documentation that is important for the planning and
implementation of adaptive clinical trials and the
interactions between sponsors and regulatory agencies.

Final Concept PaperdY
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 Final Concept Paper - E20: Adaptive Clinical Trials

— https://database.ich.org/sites/default/files/E20 FinalConceptPaper 2
019 1107 O.pdf

e Final Business Plan - E20: Adaptive Clinical Trials

— https://database.ich.org/sites/default/files/E20 FinalBusinessPlan 20
19 1107 O.pdf

 EMA: Reflection Paper on Methodological Issues in Confirmatory
Clinical Trials Planned with an Adaptive Design (20074108 )

— https://www.ema.europa.eu/en/documents/scientific-
guideline/reflection-paper-methodological-issues-confirmatory-
clinical-trials-planned-adaptive-design en.pdf

 FDA: Adaptive Designs for Clinical Trials of Drugs and Biologics -
Guidance for Industry (2019411 8)
— https://www.fda.gov/regulatory-information/search-fda-guidance-
documents/adaptive-design-clinical-trials-drugs-and-biologics-
guidance-industry
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