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The Food and Drug Amendments
of 2022 grant the FDA explicit
legal authority to require initiation
of confirmatory studies prior to
accelerated approval, setting of
enrolment targets, and biannual (twice
yearly) reporting of study progress.
The legislation also codifies an
expedited withdrawal procedure that
can be triggered if the sponsor fails
to conduct the required postapproval
study, the confirmatory study does not
confirm benefit, other evidence shows
the product is not safe and effective,
or the sponsor disseminates false or
misleading promotional materials.

These provisions are important
reforms to the accelerated approval
programme, which we believe could
be further modernised. In addition
to study progress reporting, the FDA
could require an annual review of
the overall benefit-risk balance of
accelerated approvals (as is done by
the European Medicines Agency for
conditional marketing authorisation).
In addition, as underscored by the
aducanumab approval (for which
<1% of study participants were Black),
the FDA could make accelerated
approval conditional on adequately
inclusive clinical trials, and, if such
studies are not completed before
approval, the FDA should require that
successful completion of postapproval
requirements is defined as enrolment
of participants representative of
the national disease population.
Ultimately, these reforms would
advance timely evidence generation,
the safety of medications available on
the market, and equity in clinical trials
for medicines receiving accelerated
approval.
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Burton R, Sheron N. Complex relationship
between health and moderate alcohol use.
Lancet 2022; 400: 141-43—In this Comment,
the email has been corrected. This correction
has been made to the online version as of
July 18, 2022.

Samarasekera U. Leandro Mena: advancing
sexual health in the USA. Lancet 2022;

400: 89—In this Profile, the abbreviation for
the state Mississippi in the fourth paragraph
has been corrected. This correction has been
made to the online version as of July 18, 2022.

GBD 2020 Alcohol Collaborators. Population-
level risks of alcohol consumption by amount,
geography, age, sex, and year: a systematic
analysis for the Global Burden of Disease Study
2020. Lancet 2022; 400: 185-235—
Appendices 1 and 2 of this Article have been
corrected as of July 19, 2022.
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