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The need to strengthen the US Food and Drug Administration: W ®)
US cuts threaten health care at home and abroad

The administration of US President Donald Trump has
taken a series of actions since January, 2025 that directly
threaten the foundations of health care, for global
and US citizens alike. What started as severe cuts to
development aid, which have disrupted medicine supply
chains and numerous health programmes in African and
other low-income countries,* has evolved into a broader
retrenchment of the USA’s health infrastructure with
substantial job losses across agencies, including the US
Food and Drug Administration (FDA), the Centers for
Disease Control and Prevention (CDC), and the National
Institutes of Health, all negatively impacting patients.”?
Additionally, a tariff war looms over the pharmaceutical
sector amid the launch of a Section 232 investigation
that would allow the US President to restrict medicine
imports, impeding supplies of life-saving products.*®
And the Trump administration’s announcement in May,
2025 to reference pharmaceutical prices globally further
adds complications to the availability of medicines in
the USA and worldwide.*

The implications of these reckless moves are
particularly worrying when it comes to regulation.
The FDA, arguably the most important and respected
medicines regulator in the world, has been rocked by
around 3500 job cuts**’ that will inevitably disrupt
workflows and mean longer waiting times for regulatory
processes, affecting product approvals and access to
effective new treatments. The firing of some key senior
staff has led to concerns that FDA decisions might in
future be influenced by political rather than purely
scientific considerations. Staffing pressures also bring a
risk that inspections of pharmaceutical companies and
manufacturing facilities will be delayed, or that there
might be shortcuts in oversight, including important
work to prevent and mitigate drug shortages.® The loss
of more than 100 support staff at the FDA's Office of
Inspections and Investigations® is likely to compromise
its operational capabilities. This work is crucial for
ensuring drug quality, product safety, and batch
validation—an often overlooked but vital aspect of
keeping substandard products off the market.

The FDA was struggling even before the cuts in 2025.
As of 2024, about 42% of the 4700 plants producing

medicines in the USA were overdue an inspection, with
some uninspected for more than 5 years.” Furthermore,
between 2018 and 2021 nearly half of drug
manufacturers required to report significant quality
problems with their products failed to do so."* High-
profile cases in the USA such as the fatal contamination
of over-the-counter eyedrops from uninspected foreign
suppliers in 2023 are an example of what is at stake
when inspections lapse.”

More broadly, loss of capacity at the FDA threatens the
delicate ecosystem of innovation that is responsible for
finding new medicines and bringing them to patients.
The FDA has a central role in enabling research and
development, particularly in complex, high-risk areas
such as antimicrobial resistance, emerging infectious
diseases, and pandemic preparedness. Under-resourcing
this vital institution therefore jeopardises the research
and development medicines pipeline that supports
global health security.

There are already fewer and fewer companies active
in areas such as infectious diseases, including finding
replacement antibiotics for those that no longer work.
The 2024 Access to Medicine Index highlighted this
issue, with the number of research and development
projects that target priority diseases such as malaria
and tuberculosis decreasing from 367 to 253. For
emerging infectious diseases, the pipeline of products
dropped from 80 to just 33, with no ongoing research
and development at all in 12 of 16 priority emerging
infectious diseases.” The 2024 Antimicrobial Resistance
Benchmark, meanwhile, found only 19 experimental
antibacterials targeting eight priority pathogens, with
no research and development for the remaining six
targets.” This shrinkage threatens the ability to manage
both routine and catastrophic infections.

Without adaptive and timely regulatory guidance
from the FDA, pharmaceutical companies will face
increased costs and reduced commercial incentives
to develop or adapt products for new health threats.
Several biotechnology companies are planning studies
outside the USA, signalling that the USA might not be
the centre of innovation in the future.” The situation is
already fragile with too few pharmaceutical companies
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operating in important therapeutic areas. With an
estimated 50% chance of another pandemic of equal
or greater severity than COVID-19 within the next
25 years,” more protection from present and future
health threats is sorely needed.

The FDA has been vital in managing past global
disease outbreaks, most recently during the COVID-19
pandemic when fast-track approval
under Emergency Use Authorization proved crucial in
protecting citizens. Going forward, the FDA, alongside
agencies such as the CDC, needs the capacity and
workforce to act swiftly again in a crisis to prevent the
collapse of public health systems.

The FDA is also integral to enabling new models for
advancing access to and the affordability of medicines.
Its assessments and approval timings are important—for
example, to the functioning of US legislation such as the
Pasteur Act of 2023, which aims to fix the broken market
for antibiotics by creating subscription-style payments,
and the Inflation Reduction Act of 2022, designed to
address affordability for all types of medicines.

Globally, the FDA has a key leadership role and
it is generally seen as setting a gold standard for
approvals. Although there are other important efforts
to streamline access to medicines around the world,
including WHO'’s prequalification system and work by
the European Medicines Agency and the nascent African
Medicines Agency, without a fully functioning FDA there
are likely to be negative impacts on access to essential
medicines in low-income and middle-income countries.
The world could easily regress to the situation in pre-
2000 when patients in low-income and middle-income
countries faced waiting times of decades before getting
access to life-saving treatments or did not have access to
essential medicines.

Trump may aspire to make the USA self-sufficient
by reshoring strategic industries, including pharma-
ceuticals, but bringing manufacturing back to the USA
will not happen overnight. The USA is currently heavily
dependent on overseas suppliers, especially when it
comes to generic and biosimilar medicines, which
account for about 90% of all US prescriptions.” These
products are widely sourced from India and China and
simply shedding this dependency is unrealistic in the
short term. In the meantime, it falls to the FDA to ensure
that medicines made overseas meet stringent quality
standards.

of vaccines

The FDA's position as an indispensable institution
in the international system of medicines regulation,
approvals, and harmonisation to enable global
availability is non-negotiable. Patients in the USA
and around the globe need a strong, independent,
and resilient FDA to support innovation and ensure
continued access to effective, high-quality treatments.
Chipping away at the regulatory foundations will only
make the world a less safe and more unfair place.

I am the Chief Executive Officer of the independent non-profit Access to
Medicine Foundation, which produces the biennial Access to Medicine Index,
and declare no other competing interests.

Jayasree K lyer
jiyer@accesstomedicinefoundation.org

Access to Medicine Foundation, Amsterdam 1043 CB, Netherlands

1 Demirjian K, Wong E. Trump administration cuts aid programs it had
promised to keep. The New York Times. April 9, 2025. https://www.
nytimes.com/2025/04/09/us/politics/usaid-cuts.html (accessed
May 23, 2025).

2 Douglas L, Taylor M, Steenhuysen ). Trump begins mass layoffs at FDA, CDC,
other US health agencies. Reuters. April 1, 2025. https://www.reuters.com/
business/healthcare-pharmaceuticals/trump-administration-begins-mass-
layoffs-health-agencies-sources-say-2025-04-01/ (accessed May 7, 2025).

3 Frank RG, Giled S. The Trump administration’s NIH and FDA cuts will
negatively impact patients. The Brookings Institution. May 14, 2025. https://
www.brookings.edu/articles/the-trump-administrations-nih-and-fda-cuts-
will-negatively-impact-patients/ (accessed May 23, 2025).

4 US Department of Commerce. Notice of request for public comments on
Section 232 national security investigation of imports of pharmaceuticals
and pharmaceutical ingredients. April 16, 2025. https://federalregister.
gov/d/2025-06587 (accessed May 7, 2025).

5  Rangarajan S. Why the Trump pharma import inquiry is pivotal. EY US.

May 2, 2025. https://www.ey.com/en_us/insights/life-sciences/why-the-
trump-pharma-import-inquiry-is-pivotal (accessed May 23, 2025).

6  Holland S, Erman M, Wingrove P. Trump executive order demands pharma
industry price cuts. Reuters. May 13, 2025. https://www.reuters.com/
business/healthcare-pharmaceuticals/trump-says-he-will-cut-drug-prices-
by-59-2025-05-12/ (accessed May 23, 2025).

7 Wingrove P. Exclusive: FDA staff struggle to meet product review deadlines
after DOGE layoffs. Reuters. March 27, 2025. https://www.reuters.com/
business/healthcare-pharmaceuticals/fda-staff-struggle-meet-product-
review-deadlines-after-doge-layoffs-2025-03-27/ (accessed May 23, 2025).

8  USFood and Drug Administration. Drug shortages. March 13, 2025.
https://www.fda.gov/drugs/drug-safety-and-availability/drug-shortages
(accessed May 7,2025).

9  TinA. FDA planning for fewer food and drug inspections due to layoffs,
officials say. CBS News. April 2, 2025. https://www.cbsnews.com/news/fda-
food-drug-inspections-layoffs/ (accessed May 7, 2025).

10 Dunleavy K. In addressing inspection shortfall, FDA says it's gaining more
inspectors than it's losing. Fierce Pharma. Sept 20, 2024. https://www.
fiercepharma.com/manufacturing/addressing-inspection-shortfall-fda-says-
it-gaining-more-inspectors-it-losing (accessed May 7, 2025).

11  ReedT. Drugmakers failed to report quality issues to FDA. Axios.

Aug 26, 2022. https://www.axios.com/2022/08/26/drugmakers-fda-report-
quality-problems (accessed May 7, 2025).

12 USFood and Drug Administration. Center For Drug Evaluation and Research
Office Of Pharmaceutical Quality. Report on the state of pharmaceutical
quality: fiscal year 2021. August, 2022. https://www.fda.gov/media/161172/
download (accessed May 23, 2025).

13 Hwangl. FDA only inspected 6% of foreign drug manufacturing facilities in
2022. ProPublica. April 19, 2023. https://www.propublica.org/article/
fda-drugs-medication-inspections-china-india-manufacturers (accessed
May 7, 2025).

14 Access to Medicine Foundation. 2024 Access to Medicine Index.

Nov 19, 2024. https://accesstomedicinefoundation.org/sectors-and-
research/index-ranking (accessed May 7, 2025).

www.thelancet.com Published online May 28, 2025 https://doi.org/10.1016/50140-6736(25)01071-2



Comment

15

16

17

Access to Medicine Foundation. More superbugs, fewer drugs. How can
pharma companies ensure the handful of promising antimicrobials make it
to the frontlines of drug resistance? May 23, 2024. https://
accesstomedicinefoundation.org/news/more-superbugs-fewer-drugs-how-
can-pharma-companies-ensure-the-handful-of-promising-antimicrobials-
make-it-to-the-frontlines-of-drug-resistance (accessed May 7, 2025).

Fick M. Upheaval at FDA pushes some biotech firms to move early trials out
of US. Reuters. May 14, 2025. https://www.reuters.com/sustainability/
boards-policy-regulation/fda-upheaval-pushes-some-biotech-firms-plan-
early-trials-out-us-2025-05-14/ (accessed May 23, 2025).

Madhav NK, Oppenheim B, Stephenson N, et al. Estimated future mortality
from pathogens of epidemic and pandemic potential. Center for Global
Development. Nov 13, 2023. https://www.cgdev.org/publication/
estimated-future-mortality-pathogens-epidemic-and-pandemic-potential
(accessed May 7, 2025).

18

19

Aziz R. U.N. High-Level Meeting on AMR: market-shaping tools like
PASTEUR Act needed, leaders say. Infectious Diseases Society of America.
Oct 1, 2024. https://www.idsociety.org/science-speaks-blog/2024/ u.n.-
high-level-meeting-on-amr-market-shaping-tools-like-pasteur-act-
needed-leaders-say#/+/0/publishedDate_na_dt/desc/ (accessed

May 7, 2025).

US Food and Drug Administration. Generic drugs. March 13, 2025. https://
www.fda.gov/drugs/buying-using-medicine-safely/generic-drugs (accessed
May 23, 2025).

www.thelancet.com Published online May 28, 2025 https://doi.org/10.1016/50140-6736(25)01071-2



	The need to strengthen the US Food and Drug Administration: US cuts threaten health care at home and abroad
	References


