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Objective

The FDA’s 2015 Women’s Health Research Roadmap? advocated outcomes research into conditions solely or disproportionately affecting women and
conditions which manifest differently in women compared to men. As the Roadmap’s 10th birthday approaches, the objective was to review the landscape of
female-specific clinical outcome assessments (COAs) in terms of the number of instruments, health agency recommendation specific to the topic (FDA, EMA), and
use of COAs in drug labels.

Main Outcomes

139 COAs were identified in PROQOLID that were developed in an all-female population

 All COAs identified in PROQOLID except 3 were patient-reported outcomes (PRO), with 1 COA also available as a clinical-reported outcome (ClinRO), and 3
COAs were composite instruments

72 COAs were developed in all-female populations for female-specific conditions

249 drug labels were identified which were for conditions related to females. 69 COAs were mentioned across these labels which were developed in an all-
female population and 24 of them were developed for conditions that uniquely affect females

* Three EMA and 1 FDA guidelines featured 6 COAs which were developed for conditions related to females

* Nineteen out of the 139 COAs developed in an all-female population have been developed since the publication of the roadmap in 2015. Whilst this

represents a small proportion of the overall number of COAs identified in PROQOLID, this may reflect the trend to adapt existing COAs and revalidate them in
a different population3* e.g., Functional Assessment of Cancer Therapy.

Future Direction

* Women’s distinct experiences should be incorporated into COA development and regulatory guidelines for conditions that uniquely impact women
 The FDA’s 2015 Women’s Health Research Roadmap still provides key guidance for COA development and endpoint strategy?

Methods

Filtered databases for:

- Therapeutic Indication for which COAs were developed in female populations
- Health agency field: “EMA” and “FDA”
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