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• FDA’s decision (Approve ✅  or Reject ❌ ) on the drug is entirely based on 
clinical trial results

FDA Pharmaceutical Company

A new drug!

Clinical Trial

• Example: the FDA’s drug approval process
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This setup induces a strategic interaction: each side’s decision depends on the other’s.
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FDA’s Decision & Utility

• The FDA, knowing the company will do a 
strategic self-selection, chooses  to 
minimize total errors 

α*

ℓ(α) = 𝔼Q[λ1FP + λ2FN]
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Result & Implications
• We provide characterizations of optimal behavior of both the principal 

(selection criteria ) and the agent (optimal size of the trial ) α* n*

• Our results offer insights for policymakers/regulators

Statistical decision rules not only determine who passes the test, 
but also who chooses to enter in the first place!

• They are still monotonic in  even when agents are strategically!α



Thank you!


