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Type of RE described FDA medical review EPAR nout

n out of 42 (%) of 47 (%)
Active comparator trial of clinical efficacy in the 17 (40.5%) 24(51.1%)
medical review or EPAR
Active comparator trial of clinical efficacy in the 13 (31.0%) 16 (34.0%)
label or SPC
Active comparator information on efficacy 2 (4.5%) 3 (6.4%)
derived from an RCT with an active comparator
and placebo group
Active comparator information on efficacy 15(35.7%) 21(44.7%)
derived from an RCT with an active comparator
group, but without placebo group
Superiority over active comparator was shown 1*(2.4%) 10*(21.3%)
in a head-to-head RCT
Active comparator licensed in the relevant 15%(35.7%) 24%(51.1%)
indication in the respective agency’s jurisdiction?
Summary data of the active comparator trial(s) 12 (28.6%) 24 (51.1%)
presented numerically (for example, mean,
median, confidence intervals) in the medical
review or EPAR
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