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VIEWPOINT

Priorities for a New FDA

Martin A. Makary, MD, MPH; Vinay Prasad, MD, MPH

Why does it take more than 10 years for a new drug to come to
market? Why are childhood chronic diseases so prevalent? And how
can regulators adapt to meet the challenges facing clinicians to
day? These questions are at the forefront for the US Food and Drug
Administration (FDA).

The US leads the world in sophisticated cell and gene therapies
and other innovative treatments, but in terms of the health of the
population, our medical system hasbeen a 50-year failure. Forty per-
cent of US children now have a chronic medical condition' and 1in 6
has aneurodevelopmental disorder.” Life expectancy has plateaued
or fallen and is not commensurate with health care spending

Over recent decades, obesity, diabetes, colon cancer, depres-
sion. and autoimmune dis increased inyoung people, and
early-onset Alzheimer disease hasincreased by atleast 300%.2 His-
torical and comparative global data do not support a genatic etiol-
ogy for thisrise. nor a deficit in willpower. Fresh new ideas are needed
to address root causes and develop innovative approaches.

At the FDA, we will examine the role of ultraprocessed foods.
food additives, and environmental toxins, the introduction of which
has naralleled the enidemic of chronic diseases. Wie will transition

changes to the infant formula recipe since 1998, with the excep
tion of adding selenium. Europe and China are surpassing the USin
some sectors. Reducing excessive, redundant, or uninformative an
mal testing is another area of interest.

Tareinvigorateinnovation, we must become a user-friandly FDA
that partners with industry rather than takes a receive-anly pos
ture. Such a close relationship can provide guidance and predict
ability to developers and investors. In the case of small companies,
the FDAcan provide the regulatory navigation that companies may
lack internally. At the same time. the FDA will guard against a cozy
relationship that has characterized the agency in the past and led
toallegations of industry capture. The scientific evaluation of prod-
ucts will always remain strictly independent.

For this reason, the FDA recently removed industry members
ofall FDA advisory committees where statutorily permitted. And at
the recent Vaccines and Related Biologic Products Advisory Meet-
ing. section 502 waivers (which waive voluntary disclosures) were
not granted. The FDA will take conflict of interest seriously. We will
never forget one of the worst self-inflicted wounds of US health
rare—the FNAilleral annroval of axeeantin for chronic nain hased

r37New FDA

etal. JAMA Jun 10, 2025
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Al 2027: a research-backed Al scenario forecast
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https://ai-2027.com/
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o Karim Lakhani, Harvard Business School

AIDAIB BERZET HEENZF D& (recursive self-lmprovement) WEINT
AIDESITENT-AIZ DD, CDIL—TH BB LI H BB AL A BE D IR F

(intelligence explosion) A2 Z%
o Eliezer Yudkowsky, Singularity Institute
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