Trump administration signs executive order to boost domestic medicine production and tighten foreign inspections
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On May 5, 2025, President Donald J. Trump signed an Executive Order (EO) titled “Regulatory Relief to Promote Domestic Production of Critical Medicines,” aimed at reinforcing the U.S. pharmaceutical supply chain. This initiative is part of a broader governmental strategy to stimulate domestic manufacturing by streamlining regulatory processes enforced by the Food and Drug Administration (FDA) and the Environmental Protection Agency (EPA). The EO seeks to not only accelerate pharmaceutical production within the United States but also intensify scrutiny on foreign manufacturers supplying drugs to the American market.
The Executive Order directs the FDA to undertake a comprehensive review of existing regulations, eliminating those deemed redundant or unnecessary. The aim is to enhance the efficiency and predictability of the regulatory framework which governs U.S. pharmaceutical manufacturing. By expediting the approval process for producing active pharmaceutical ingredients (APIs) and other essential materials domestically, the administration seeks to foster a more robust local supply chain. According to the announcement, the FDA is tasked with increasing its engagement with domestic manufacturers to provide proactive technical support before plants commence operations, a move expected to smooth the path from investment to operational readiness.
Simultaneously, the EO mandates improved oversight of foreign manufacturing facilities. Historically, these sites have undergone inspections less frequently than domestic counterparts, which raises concerns about safety and compliance. By developing a risk-based inspection regime for overseas facilities, the FDA aims to ensure that American consumers receive medications manufactured under stringent standards. Increased fees imposed on foreign manufacturers will finance these enhanced inspection efforts. Notably, the EO anticipates increasing the number of unannounced inspections, which will likely put additional pressure on foreign producers to maintain compliance.
The regulatory adjustments proposed in the EO are paralleled by upcoming tariffs on pharmaceutical imports, serving as a dual strategy of carrot and stick. President Trump previously indicated a need for tariffs aimed at foreign pharmaceutical goods, with a particular focus on national security implications. Alongside this EO, the administration initiated a Section 232 investigation into pharmaceutical imports to assess whether they undermine U.S. national interests, potentially leading to new tariffs. This interconnected approach signals a firm intention to make imported pharmaceuticals more expensive, consequently incentivising reliance on domestic production.
In the broader context, the EO is situated amidst a landscape characterised by shifting regulatory frameworks and trade policies, which present both opportunities and challenges for biopharmaceutical investments. For instance, while the reduced regulatory burden may expedite domestic manufacturing endeavours, uncertainties regarding the timeliness of FDA approvals for new therapies contribute to investor caution. The implications of the EO for biotech and pharma leaders hinge not only on regulatory conditions but also on long-term strategies for supply chain resilience.
Despite potential benefits in local manufacturing and regulatory facilitation, industry experts underscore concerns about possible disruptions in global supply chains. The biopharmaceutical sector relies on intricate, transnational networks where raw materials and components are sourced from various countries. Data suggests that a mere 13% of APIs are produced in the U.S., indicating a heavy dependence on international suppliers. This reliance amplifies risks; should intensified inspection protocols lead to delays at overseas facilities, the repercussions could ripple across the U.S. healthcare system, precipitating shortages and stock-outs of essential medications.
As this EO unfolds against the backdrop of ongoing negotiations relating to trade agreements, including a recently announced bilateral deal with Great Britain, the administration appears to be cultivating strategic partnerships to streamline pharmaceutical supply chains. Conversely, relationships with countries like China remain fraught due to high tariffs, with proposals like the BIOSECURE Act aiming to establish barriers for biopharmaceuticals manufactured in non-ally nations.
Looking forward, this EO positions the U.S. pharmaceutical landscape at a pivotal juncture, with the administration’s immediate focus on domestic manufacturing serving larger goals of public health empowerment and national security. Stakeholders in the industry will need to remain vigilant, monitoring regulatory changes and reassessing supply chains to ensure robust responses to market demands and patient needs.
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