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Robert Califf - 2nd + Follow

Duke University

1d. ®
Good summary of views. This will get even more concerning if we get political
appointees placed in these FDA Center leadership roles. The role of the FDA
Commissioner is largely to fend off political interference so that career civil
servants without financial conflicts can make decisions based upon the statutes
and rules governing these decisions. The Center Directors have had decision
making authonty on individual products. An open gate for political interference,
as Herper notes, may look good in the shart term for industry, but it will create
chaos in the longer run so that honest evidence generation will not predictably
lead to success compared with lobbying and favoritism. The public would suffer
if this happens.
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l Twenty-five years ago, it was common to hear complaints about a
“drug lag™the perception that Europeans routinely enjoyed medical
advances years before their American counterparts. Through a
generation of congressional actions, investments in expertise and hiring,
and careful policymaking, we built the FDA into the most efficient,
forward-leaning drug regulatory agency in the world—and established
the U.S. as the global center of biopharmaceutical innovation. Today, the
cumulative barrage on that drug-discovery enterprise, threatens to
swiftly bring back those frustrating delays for American consumers,
particularly affecting rare diseases and areas of significant unmet
medical need.
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