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Did the FDA break its own rules in approving the antibiotic Recarbrio?
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Linked Commentary
The decline of science at the FDA has become unmanageable
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FDA scientists said that they couldn’t draw any inferences from the clinical trials for a new
combination antibiotic from Merck—but the agency approved Recarbrio anyway. Peter

Doshi investigates

Since the 1960s, in the wake of the thalidomide tragedy, the US has required drug makers to provide “substantial
evidence” that drugs are effective. This evidence, says the law, must consist of “adequate and well-controlled
investigations.”

Today there is evidence that these standards are being bypassed. This concern is illustrated by the recent approval
of the new antibiotic Recarbrio, a drug over which the US Food and Drug Administration had serious doubts. Despite
the absence of any clinical studies to provide substantial evidence of its effectiveness the agency approved the
drug, a product 40 times more expensive than an existing generic alternative. Did the FDA break its own rules in
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Does the FDA think these data justify the

Two doses of mMRNA covid-19 vaccines were observed to be first full approval of a covid-19 vaccine?
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Understanding transfer of learning from an online self-directed learning and
clinical decision support resource (BMJ Best Practice) for health professions
education: a capability approach perspective. Unpublished data.
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