
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Access to Biologics 
 

USP will develop standards and other solutions to support innovation in the efficient development 
and manufacturing of quality biologics and advanced therapies to increase access to these 
medicines. 
 
Year 2 Update 
USP continues to expand its portfolio of 
standards, best practices, and tools to 
support the quality and consistency of 
biologics, a fast-growing segment of 
medicine that includes recombinant 
therapeutic proteins, vaccines, blood 
components, tissues, and cell and gene 
therapies. During the year, USP expanded its 
focus on emerging modalities, including 
mRNA and viral vector-based vaccines and 
therapeutics, with advancement of new 
standards, tools, and educational offerings. 
These efforts are helping to build a common 
understanding of relevant quality attributes 
and test methods for biologics to support 
quality and consistency, as well as the 
integrity of the global supply chain for 
biologics. These tools provide greater 
efficiency to industry in the development 
process and support regulatory reviews. 
During the year, USP also continued to 
explore advanced manufacturing 
technologies with the potential to increase 
the supply of biologics and enable more 
decentralized manufacturing, which remains 
a key principle of supply chain resilience. 
 
 

 
 
 

Key areas of progress over the past fiscal 
year include:   
 
Advanced Manufacturing and Analytics – 
New manufacturing and analytical 
technologies hold promise for enabling more 
efficient production and testing of quality-
assured biotherapeutics. USP convened 
experts in advanced manufacturing to 
discuss related challenges and opportunities, 
help reduce barriers to adoption, and foster 
an environment that facilitates industry 
adoption of these technologies. Over 100 
external experts attended USP’s Biologics 
Stakeholder Forum on analytical solutions to 
support advanced biomanufacturing. In 
response to stakeholder requests, USP held 
a follow-up roundtable with subject matter 
experts, which led to creation of a new 
Expert Panel to develop a general chapter on 
the topic. 

 
Vaccine Quality – USP expanded efforts to 
support an increased supply of new and 
existing vaccines through publication of new 
tools and educational offerings, and  
 



 
 

 

continued engagement with global 
stakeholders. Our work focuses on quality, 
which is an imperative for the development of 
new vaccines and entry of new 
manufacturing capacity on the market. 

u USP released quality assessment 
toolkits to support platforms for 
manufacturing of newly authorized and 
approved vaccines, e.g., subunit 
protein vaccines. Related educational 
webinars were also released. 

u To further support a common 
understanding of quality attributes for 
mRNA and viral-vectored vaccines, 
USP developed and published draft 
guidelines on related analytical 
methods. USP received feedback and 
additional methods from a broad range 
of global stakeholders to support 
further evaluation and qualification of 
methods.  

 
Advanced Therapies – USP expanded 
development of standards and tools to 
support the quality of cell and gene therapy 
products. 

u USP hosted a roundtable on adeno-
associated virus (AAV)-based gene 
therapies to discuss analytical 
approaches and challenges for these 
emerging treatments. The roundtable 
led to the formation of an Expert Panel, 
which has initiated work on a general 
chapter on AAV gene therapies.   

u In collaboration with the National 
Institute for Innovation in 
Manufacturing Biopharmaceuticals and 
the National Institute of Standards and 
Technology, USP initiated a study in 
multiple industry labs to compare 
analytical techniques used for analysis 
of empty and full AAV capsids to 
assess the quality of gene therapy 
products.  

 
 

Raw and Starting Materials – USP 
developed new standards for assessing the 
quality of raw and starting materials that 
ultimately impact the quality of finished 
biological medicines.  

u USP published a proposed new 
general chapter in Pharmacopeial 
Forum on starting materials for 
synthetic peptides. Expert volunteers 
also completed a chapter on strategies 
for addressing trace elements in cell 
culture media and approved it for 
publication.  

u USP released a new physical 
performance standard for quality 
assessment of raw materials used in 
manufacturing of pegylated proteins. 
USP also initiated development of 
physical standards to support quality 
assessments of raw materials used in 
manufacturing of oligonucleotide 
therapies. 

 
Stakeholder Engagement – USP expanded 
biologics stakeholder engagement through 
workshops, webinars, and courses to build 
capability and a common understanding of 
biologics quality attributes.  

u USP added 25 new biologics training 
courses and educational webinars. 
Over 5,000 stakeholders attended USP 
biologics educational offerings during 
the year. 

u USP conducted an Asia-Pacific 
Economic Cooperation Center of 
Excellence for Advanced Therapies 
training workshop for regulators on 
best practices for development and 
validation of bioassays to support cell 
and gene therapy products. Attended 
by nearly 200 regulators, the talks 
were also posted for on-demand 
viewing to allow other stakeholders to 
benefit. A related white paper was 
published in Cell & Gene to further 
raise awareness. 



 
 

 

u USP’s workshop on therapeutic 
peptides and oligonucleotides drew 
300+ attendees.   

 
Planned for Year 3 

u In collaboration with FDA, USP will 
release an infographic on biosimilars 
quality aimed at helping healthcare 
practitioners and patients have 
informed conversations about using 
biosimilars. 

u USP will continue its commitment to 
vaccine quality through publication of 
related draft guidelines. This will 
include updating guidelines for mRNA 
and viral-vectored vaccines informed 
by public comments, and release of a 
new draft guideline for subunit 
vaccines.  

u USP will expand the scope of its work 
in cell and gene therapy with a 
stakeholder forum on chimeric antigen 
receptor (CAR) T-cell therapies. 

u USP will continue engagement in 
continuous manufacturing for biologics 

through the USP/BioPhorum Joint 
Workshop on Continuous 
Manufacturing of Biologics, to be held 
for industry leaders and regulators in 
the field. 

u USP will expand its portfolio of 
standards for monoclonal antibodies, 
which remain the largest modality for 
biotherapeutics. The new standards 
will support functional testing as well 
as testing for impurities and critical 
quality attributes. 

u USP will continue to advance work on 
standards for protein biomarkers used 
in drug development to support 
consistent measurement of biomarkers 
across different immunoassay 
platforms and kits. 

 
Contact 
For additional information on this Resolution, 
contact Diane McCarthy at 
diane.mccarthy@usp.org.

 


