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May 7, 2025 

Secretary Howard Lutnick 
U.S. Department of Commerce 
1401 ConsƟtuƟon Avenue NW 
Washington, DC 20230 

Re: Comment on SecƟon 232 NaƟonal Security InvesƟgaƟon of Imports of PharmaceuƟcals and 
PharmaceuƟcal Ingredients (Docket No. 250414-0065, XRIN 0694-XC120) 

Secretary Lutnick, 

Thank you for the opportunity to comment on the SecƟon 232 invesƟgaƟon into the naƟonal security 
implicaƟons of pharmaceuƟcal imports. The resilience and security of pharmaceuƟcal supply chains are 
vital to the health and safety of Americans. These global supply chains are vulnerable to geopoliƟcal 
forces disrupƟng the flow of prescripƟon drugs. Addressing such risks is essenƟal, so I commend the 
Department of Commerce for gathering input on how to proceed. 

The comments I submit here are based on over a decade of studying the economics of drug supply 
chains, the lack of supply chain resilience that results from such economic forces, and drug shortages 
that oŌen follow. Much of my recent work has been around geopoliƟcal risks and how the U.S. 
government should address them to maximize the impact, while minimizing the cost. Most recently I 
published a thorough analysis of how tariffs are likely to affect different types of drugs. I enclose three 
relevant analyses with this leƩer. 

The views expressed in this leƩer are my own and do not necessarily reflect the views of The Brookings 
InsƟtuƟon or anyone affiliated with The Brookings InsƟtuƟon. 

I make three criƟcal observaƟons about the interplay between tariffs and naƟonal security: 

1. China-only tariffs incenƟvize Indian manufacturers to move away from Chinese acƟve
pharmaceuƟcal ingredients (API). Such tariffs should be further strengthened through legislaƟon,
aŌer evaluaƟon for drug shortage risk and appropriate miƟgaƟon strategies.

2. Imposing tariffs on India may have the opposite effect. Tariffs on India will not only eliminate the
incenƟve described above but create incenƟves for Indian manufacturers to rely more on China
for drug inputs, including API and key starƟng materials.

3. Imposing tariffs on India would also exacerbate shortage risk for certain generic drugs. In fact,
the higher the tariffs, the faster manufacturers will drop out of the market because of low
margins coupled with contractual and regulatory barriers to passing on tariffs. This in turn would
likely result in drug shortages – a consequence that President Trump certainly did not intend.

For these reasons, the U.S. government should proceed with tariffs cauƟously, supplemenƟng China 
tariffs with other policy tools to reshore more of generic drug manufacturing and then supporƟng its 
growth and sustainability. 

https://www.brookings.edu/articles/drug-shortages-a-guide-to-policy-solutions/
https://www.healthaffairs.org/content/forefront/framework-prioritizing-pharmaceutical-supply-chain-interventions
https://www.brookings.edu/articles/pharmaceutical-tariffs-how-they-play-out/
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The remainder of this leƩer provides further support for the claims presented above. I also provide a 
brief discussion of policies that the U.S. Government should undertake to further enhance the naƟonal 
security of U.S. drug supply chains.  

I focus on China and India, presuming that Europe and other OECD countries pose lesser naƟonal 
security risk. But the dynamics described here also apply to those countries vis-à-vis China.  

ObservaƟon 1: China-only tariffs incenƟvize Indian manufacturers to move away from Chinese API 

China-only tariffs, or for that maƩer a sizable wedge between tariffs applied to China and other 
countries, have a unique impact on drug supply chains—they drive API demand away from China to 
other locaƟons.  

This dynamic is a result of a long-standing U.S. Customs and Border ProtecƟon (CBP) stance that mixing 
ingredients into the final drug form (FDF) does not substanƟally transform the API and therefore the 
country of origin is the API source. There are excepƟons to the API-based country of origin, either 
because substanƟal transformaƟon takes place elsewhere in the supply chain or because of trade 
agreements. But for most drugs with a single chemically synthesized API, the country of origin is where 
the API was made. 

This CBP stance means that a chemically synthesized FDF drug coming from India will pay the Chinese 
tariff rate if it contains API made in China. Notably, the Chinese tariff rate will apply to the declared value 
of the FDF drug, increasing the effecƟve API cost for the Indian manufacturer.  

The following example illustrates this dynamic. Suppose an Indian manufacturer buys API for 20 cents to 
make a 30-day supply of a drug that has a declared FDF value of $1. Under the current tariff regime, 
there is a 20% tariff on Chinese pharmaceuƟcals, meaning the Indian manufacturer must pay 20 cents 
per 30-day supply for having sourced from China—an effecƟve API cost increase of 100% and a strong 
incenƟve to source API from elsewhere if high volumes are involved (as there usually are). 

What makes tariffs unique as a tool to incenƟvize Indian manufacturers is the fact that China does not 
currently have a significant footprint in API, with about 8% of chemically synthesized generic drug 
volume using Chinese API. But China’s capabiliƟes to make API is increasing, as can be seen through 
their increased number of drug master file submissions to the FDA, submissions that indicate the 
manufacturer is ready to make the filed API. China-only tariffs could be effecƟve at dissuading uptake of 
these new API sources. 

Having said that, a China tariff raises shortage risk for select generic drugs with a large share of FDF or 
API coming from China. For one, manufacturers will be unable to pass the tariff beyond the rate of 
inflaƟon for drug sales are through Medicaid or the 340 program. Similarly, manufacturers may be under 
contracts that limit their ability to increase prices. This may lead them to exit the US market, triggering 
shortages. The U.S. government should study which specific drugs are at risk and then proacƟvely apply 
miƟgaƟng measures, some of which I describe at the end of this leƩer.  

One dynamic working against the effect idenƟfied here is uncertainty regarding whether of China-only 
tariffs and the potenƟal for India tariffs will remain in place for more than a short Ɵme. The first one 
could be addressed through legislaƟon that could eliminate much of the uncertainty. The laƩer would 
require a set of commitments from the administraƟon regarding other policies to secure supply chains. 

https://rulings.cbp.gov/ruling/N344024
https://qualitymatters.usp.org/index.php/over-half-active-pharmaceutical-ingredients-api-prescription-medicines-us-come-india-and-european
https://qualitymatters.usp.org/global-manufacturing-capacity-active-pharmaceutical-ingredients-remains-concentrated
https://www.brookings.edu/articles/pharmaceutical-tariffs-how-they-play-out/
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ObservaƟon 2: Imposing tariffs on India may drive Indian manufacturers towards Chinese supplies 

In turn, imposing tariffs on India is counterproducƟve to efforts to reduce reliance on Chinese APIs.  

The first effect of India tariffs will be the eliminaƟon of the incenƟve highlighted in ObservaƟon 1—now 
the Indian manufacturer is impacted no maƩer where it sources the API. 

Furthermore, the Indian manufacturer affected by tariffs will seek cost-cuƫng measures to preserve its 
profit margins that will drop because the manufacturer will be unable to fully pass on tariffs to U.S. 
buyers. To the extent that China offers price compeƟƟve API and other inputs (key starƟng materials and 
auxiliary chemicals needed in chemical synthesis of API), Indian manufacturers will have a further 
incenƟve to purchase from cheaper Chinese sources. This, in turn, would undo the recent efforts of the 
Indian government to derisk their supply pharmaceuƟcal supply chains from China—efforts from which 
the U.S. benefits. 

ObservaƟon 3: Imposing tariffs on India would exacerbate shortage risk for certain generic drugs 

As already menƟoned, there are structural barriers in the US market prevenƟng drug manufacturers 
from passing on cost increases, tariffs included. As previously menƟoned, government regulaƟon 
mandates Medicaid rebates for price increases beyond the level of inflaƟon, which at the Ɵme of 
publicaƟon was 2.4%, so less than a tenth of contemplated tariffs. Such rebates also spill over to the 
340B program in which most U.S. hospitals parƟcipate. Other barriers are contractual, as with group 
purchasing organizaƟon (GPO) agreements that manufacturers sign for drugs sold in hospitals and clinics. 

If an affected firm is unable to maintain profitability by cuƫng costs, it may instead leave the U.S. 
market. The higher the tariff rate, the more likely exits will happen. Shortages will then result if the drop 
in producƟon is substanƟal relaƟve to the market’s ability to absorb the supply shock. 

Historically, disconƟnuaƟons have not been a major driver of shortages, partly because manufacturers 
have tended to decrease producƟon before exiƟng, leaving a more vulnerable market but not triggering 
a shortage. But with tariffs affecƟng many manufacturers, disconƟnuaƟons may correlate, magnifying 
the impact on each. 

The ability of supply chains to bounce back from producƟon shorƞalls depends on the type of drug. 
Extensive experience in the generic sterile injectable markets suggests that those markets are 
parƟcularly slow to adjust to supply shocks. In part is the lack of capacity in the short term and lack of 
fungibility in the producƟon process—cancer drugs cannot be made on anƟbioƟc lines or a drug that 
comes in vials cannot be put into IV bags. With long Ɵme frames to expand producƟon and the lack of 
incenƟves to do so for generic sterile injectables, it is clear that—should supply disrupƟons occur—
shortages will follow.  

Policy tools for derisking drug supply chains from geopoliƟcal threats 

De-risking drug supply chains from countries such as China should not presume that onshoring is the 
only soluƟon. This is parƟcularly true for generic drugs with low profit margins, for which the math for 
building faciliƟes in the U.S. simply does not work out. But onshoring can be a part of a comprehensive 
strategy that also encourages so-called friendshoring or “rerouƟng of supply chains to countries 
perceived as poliƟcally and economically safe or low-risk, to avoid disrupƟon to the flow of business.”  

https://www.brookings.edu/articles/pharmaceutical-tariffs-how-they-play-out/
https://pharma-dept.gov.in/schemes/production-linked-incentive-pli-scheme-promotion-domestic-manufacturing-critical-key
https://www.brookings.edu/articles/drug-shortages-a-guide-to-policy-solutions/
https://pubmed.ncbi.nlm.nih.gov/23337525/
https://www.brookings.edu/articles/pharmaceutical-tariffs-how-they-play-out/
https://www.weforum.org/stories/2023/02/friendshoring-global-trade-buzzwords/
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To improve drug supply chain resilience, the U.S. government should undertake the following acƟons: 

 PrioriƟze. PrioriƟzing should include reassessing which drugs are criƟcal, which have substanƟve 
research of footprint, and which supply chains are vulnerable. This strategic approach would 
update the essenƟal medicines list to include drugs without which the healthcare system cannot 
funcƟon and use data analyƟcs to monitor supply chain vulnerability.

 Prepare and miƟgate against drug supply shocks that will inadvertently happen, whether they 
are geopoliƟcal in nature or result from natural disasters. One element of preparaƟon is having a 
ready assessment of a situaƟon and a way to engage quickly with the right stakeholders—all 
aspects well suited for the highly underuƟlized role of HHS Supply Chain Resilience and Shortage 
Coordinator. The St rategic National Stockpile only focuses on pandemics and chemical, biological, 
radiological and nuclear threats, so it is important to consider buffers for other criƟcal drugs, 
including through an API stockpile.

 Invest in domesƟc manufacturing, including through upgrades to the exisƟng U.S. infrastructure, 
with it prevenƟng further offshoring. The U.S. government has funded new industrial construction 
through grants, but partially forgivable, low-interest loans are also a promising pathway. Puƫng 
tariffs into law would create a “pay for” for such investments. Alternately, the administraƟon 
could expand the use of Defense Production Act loans through the U.S. International Development 
Finance Corporation.

 Support domesƟc investments through subsidies if necessary. Here is where tariffs can be 
effecƟve as syringe tariffs have shown. But Congressional acƟon is warranted here to leverage 
Medicare’s heŌ in the market. One mechanism is an update to add-on Medicare payment 
authoriƟes that were previously used under the so called N95 mask rule. More broadly, restoring 
reliability of drug supplies for essenƟal medicines requires further refinement and passage of the 
biparƟsan Senate Finance CommiƩee legislaƟve proposal on drug shortages. 

Thank you for the opportunity to comment on this important study. 

Sincerely, 

Marta E. Wosińska, PhD. 
Senior Fellow 
Center on Health Policy 
The Brookings InsƟtuƟon 
mwosinska@brookings.edu 
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