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Introduction

Drug developers are under pressure to balance cost with agility and get promising therapies to patients sooner. Traditional clinical development programs follow a phased approach (phase I-IV) and generally require commitment of resources to trials for years. Adaptive trial design offers an
alternative approach to design protocols with pre-planned adaptations that improve the chances of making the correct decision at the earliest possible timepoint in a clinical trial and increase drug development efficiency. This poster reviews commonly used adaptive trial designs. We will share a
programmer’s experience using recent adaptive trials to highlight opportunities and lessons learned in the conduct of these trials (e.g. key stakeholders to consider when planning these trials, collaboration with vendors, documentation, dry runs, handoffs between blinded and unblinded teams,
archiving data and communications etc.).

What is Adaptive Trial Design?
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@ : Randomization; Smed: Study Medication; Comp: Comparator; IA: Interim Analysis; PBO: Placebo; REG: Regimen (e.g. QD, BID etc.); OPT: Optional
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* Sponsor committee must include s.enii‘r medical & statistical members who can make scientific and business decisions based on the commitiee recommendations

D r Ru n S For studies that may reguire complex potential adaptations, the Sponzor Committes must include a represpntative who understands the technical aspects pf adaptive designs.
y The Sponsor Committee must also include the a representative from the Glabal Medical Safety Team..

Conclusions
= Adaptive trial designs and complex innovative designs such as ‘Basket/’platform’ trials = Collaborations and flexibility within cross functional teams to think “out of the box,” informed decision making
are increasingly being implemented to gain efficiencies and reduce costs by applying anticipate issues and find solutions are key to success of these trials
"kiss and kill" method = Programmers and statisticians play a critical role in generating analyses that enable
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