
Active Pharmaceutical Ingredients (API) are the components of a medicine that deliver the therapy and chemical and biological 
compounds formulated and manufactured into finished dosage forms (e.g., tablets, capsules, solutions, creams, etc.).

REDUCE DEPENDENCE ON FOREIGN SOURCING
OF PHARMACEUTICALS BY

RETURNING MANUFACTURING TO THE U.S.
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The U.S. is Heavily Reliant on Foreign 
Sources of API

The majority of API provided to the U.S. 
market are from overseas factories.

With only 4% of the world’s high-volume 
API sites1, domestic API manufacturing is 
at sub-critical scale to meet U.S. needs.

72% of the FDA Essential Medicines2 have 
no U.S. source of API.

Beyond essential medicines, many COVID-19 
related and other critical medicines have no 
U.S. source of API supply.2

Approximately 3 in 4 Essential Medicines have no U.S. source

Manufacturing location for 94 
Essential APIs

From FDA 2020 list of “Critical” 
APIs, including: aspirin, 
acetaminophen, nitroglycerine, 
naloxone.

Cortellis Generics Intelligence,
a Clarivate Solution, May 2021
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FIGURE 1:
Manufacturing Locations of  

Essential Medicines for U.S. Market1

FIGURE 2:
Sources of API Manufacturing, Select Product Areas1



The Importance of   STRENGTHENING   U.S. Pharmaceuticals Manufacturing 
A critical mass of U.S. API manufacturing in essential medicines is necessary to address
emerging threats

Domestic manufacturing will provide a more secure pharmaceutical supply chain and decrease the 
dependence on foreign sources

As U.S. API production ramps up, substantial jobs will be created

  ESSENTIAL MEDICATIONS   Can Be Re-Shored Within 2-3 Years
Collaborative partnerships between technology companies, established cGMP* manufacturers 
and governmental agencies can accelerate speed to market

Significant existing and idle domestic API manufacturing capacity is available now4

Investing in new, innovative manufacturing capabilities can reduce reliance on overseas suppliers

Mallinckrodt Specialty Generics is the   PARTNER OF CHOICE
150+ year-old U.S. based manufacturing 
network with five FDA-approved sites and 
over 1,500 U.S. based employees

Founding member of API Innovation 
Center – an advanced manufacturing 
non-profit engaging universities, 
technology innovators and API leaders 
to solve this challenge 

       https://www.apicenter.org

Mallinckrodt, the “M” brand mark, and the Mallinckrodt Pharmaceuticals logo are trademarks of a Mallinckrodt 
company. Other brands are trademarks of a Mallinckrodt company or their respective owners. Manufactured by 
SpecGx LLC. @2020 Mallinckrodt. 09/20 10004956
385 Marshall Avenue, Webster Groves, MO 63119 I 800-895-9048 | mallinckrodt.com/about/specialty-generics.com

*cGMP = Current Good Manufacturing Practice

TOP API PRODUCING STATES

Number of Registered 
APIs Manufactured3
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GREENVILLE, IL
Compressible

Acetaminophen
API Products

WEBSTER GROVES, MO
Pilot Plant, R&D, and 

Commercial Dose 
Production

ST. LOUIS, MO
Largest API

Production Site by 
Volume in the U.S.

RALEIGH, NC
Only U.S. Source of
Acetaminophen API

More than ACROSS

Strengthen Our Nation’s Healthcare Security by Reducing Our
Dependency on Foreign Sources for Essential Medicines
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Mallinckrodt

60% Greater Volume than the Next Biggest U.S. API Site

HOBART, NY
10+ Billion

Dose Capacity

Manufacturing Active Pharmaceutical Ingredients (APIs) and Finished Dose Medicine

Mallinckrodt

Average U.S. Site 6

52

Commercially Active Products/
Drug Master Files (DMFs)

8x Larger API Mix than the Average 
Domestic API Manufacturing Site

• Our portfolio - which is one of the Nation’s most diverse - can be
   immediately expanded to introduce other essential medicines.

• Our spare capacity - which exceeds the total capacity of the average
   manufacturing site in the U.S. - can be repurposed now to
   manufacture critical medicines.

READY TO respond

NOW

The LOgical, capable partner to re-shore essential medicines

8x
Larger


