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Figure 2. Number of PSGs that recommend a CCEPBE study based on the study population recommended in the
PSG (n=132 PSGs). Disease states that are aligned with the International Dermatology Outcome Measures
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Disease  Primary endpoint(s) generally recommended for a CCEPBE study

state

The total number of RLD products for which a PSG could
be developed was obtained from the FDA’s Orange
Book? (through May 2023) by filtering the list of
approved drug products by route of administration
(topical only) and RLD status.

Acne * Mean percent change from baseline to end of the study in the inflammatory
(papules and pustules) lesion count

* Mean percent change from baseline to end of the study in the non-
inflammatory (open and closed comedones) lesion count

Figure 1. Common BE approaches for topical products applied to the skin. OGD has published 221 PSGs for topical
products as of May 2023.3
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available PSG (n=21 RLD products). Left/Right: Types of BE approaches recommended in PSGs for topical products
indicated for the treatment of psoriasis by drug class.
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