
Supporting the Vaccine Product 
Lifecycle through Standards

Kevin Carrick, PhD  |  Global Biologics  |  Oct 17, 2024



2

© 2021 USP

United States Pharmacopeia Biologics Supporting 
Vaccines

USP Independent 
Scientific Standard Setting 

for over 200 years 

Support development, 
manufacturing, regulation 

and distribution of 
vaccines globally

Developing standards, publications, 
and other guidance supporting potential 
vaccines and treatments

Expanding collaborations to provide these tools 
and facilitate global access to quality vaccines

Supporting analytical and regulatory systems 
and workforce capabilities of our partners
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 Collaborate with stakeholders to build awareness and consensus on quality

 Utilize innovative approaches to gather feedback, methods and materials

 Leverage science and global reach to maximize impact

 Partner to enhance use of international best practices for informed decision 
making
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Quality Attributes for mRNA Drug Substance

Source: npj Vaccines 5, 11 (2020). https://doi.org/10.1038/s41541-020-0159-8
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USP Identified Analytical Quality Attributes for mRNA Drug 
Substance and mRNA Vaccine – Draft guidelines

Available Online at: www.usp.org/mrna-quality

Includes multiple method options for the same attribute
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