Clhinical Outcome Assessments in Drug Approvals:
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Key learnings

PROs included on labels were
most frequently validated
measures, and secondarily study-
specific scales.

Among newly approved products
between 2018 and 2023, Clinical 2
Outcome  Assessments  (COAs)-
labeled drugs represented half of
EMA approvals (53%) and fewer than

half of FDA approvals (44 %).

The number of newly approved
products incorporating COA:s, 3
including Patient-Reported Outcomes
(PROs) and Health-Related Quality of

Life (HRQoL) assessments, remained
consistently steady from 2018 to
2023.

Among COAs, Patient-Reported
Outcomes (PROs) are the most 4
common type for both FDA and

EMA new product labels.
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