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Combination Therapies in Cancer Care

« As oncology drug development continues, combination treatments are
increasingly used as effective treatment options for patients

* Drugs can combine in a few ways:

Combination results in Combination of One of the components
greater efficacy than sum components equals that provides no efficacy
of individual component of the sum of the effects benefit
effects of individual components

Assessing the contribution of effect (COE) to discern the individual
contribution of each component is critical
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Factorial Trial Designs and Limitations ===

Factorial trial designs are the gold standard approach for
assessing contribution of effect:

Treatment B TreatmentA+B Standard of Care (SOC)

However, factorial trials can be logistically infeasible due to:
* Increased complexity of trial design when additional treatments are used
« Number of patients needed and issues with recruitment/retention

« Ethical challenges of assigning patients to trial arm with limited or no
effect
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Practical Design Considerations for ResARCH
Alternative Approaches to Factorial Trials

Objective: Explore practical design considerations for trials utilizing
combination therapies, and use case studies to determine what
evidence is sufficient to demonstrate contribution of effect (COE).

Data Modeling and Data from other

settings

Clinical data Non-Clinical
Pharmacology

The white paper includes examples from previously approved trials
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Annual Meeting Session 2

Session objectives: Panel Discussion:
- Discuss considerations for designing  The panel will include key
clinical trials utilizing combination perspectives from:

therapies, highlighting areas where  Regulatory experts
additional clarity, flexibility, or ..
Industry & clinical

alternative approaches may help to o
operationalize these principles representatives

effectively in clinical development « Patient voices
programs.

« Examine scenarios where alternative  Pagnelists will be announced soon.

designs may be considered to provide (Check QR code for updates and to
sufficient evidence of COE in register!

registrational trials.
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