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Article Structure 

• Part I: Introduction

• Part II: Globalization of the Medical Products Industry and 
Associated Risks

• Part III: Near & Longer-Term Measures to Address Supply 
Chain Risks

• Part IV: Conclusion: What Comes Next?
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Part II: Globalization of the Medical Products Industry and Associated Risks
• Since the 1970s, manufacturing of U.S. medical supplies has been moving 

overseas
• Since the 1990s, the U.S. has had a trade deficit in pharmaceuticals 
• By 2010, about 1/3 of medical devices were imported
• U.S. dependence on foreign supply is particularly acute for API
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Figure 1: Percentage of API Manufacturing Facilities for 

All Drugs, August 2019
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Part II: Globalization of the Medical Products Industry and Associated Risks

• The Risks of Overdependence on Foreign Medical Product Manufacturing
• National Security
• Product Quality 

• National security 
• Vulnerability to foreign supply restrictions

• Product quality
• Greater frequency of data integrity violations in China and India

• 55-65% observed to have DI issues vs. 28% of domestic sites
• Limits of foreign inspection program
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Part III: Measures to Address Supply Chain Risks
• Past Efforts



Article Structure 

Part III: Measures to Address Supply Chain Risks
• COVID-19: Near-Term Measures

• Emergency Use Authorizations
• The CARES Act
• Grants and Contracts
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Part III: Measures to Address Supply Chain Risks
• Longer-Term Measures: Looking Past the Pandemic

• Buy American Executive Order
• Tax Incentives
• Patient Management and Clinical Solutions
• Reports and Assessments
• FDA Quality Pilot Programs
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Part IV: Conclusion: What Comes Next?
• Will public focus on global supply chain risks endure once the COVID-19 

public health emergency abates?
• Is “onshoring” economically feasible?  Can advanced manufacturing play a 

role?
• Even if feasible, to what extent is onshoring desirable? 
• What other measures can be taken to improve U.S. supply chain 

preparedness and resiliency for critical medical products? 


