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Resolution number six. USP will promote alignment with stakeholders to develop quality standards for 
biological medicines, ensuring that innovation and availability are facilitated and complemented. 
 
2018 has been a very exciting and productive year for biologics as we began implementing our new 
strategy and vision for USP’s role in biologics. Our strategic direction supports the existing portfolio 
while providing opportunities for growth in new and emerging areas of advanced biologic therapies 
allowing us to continue our commitment to global public health. 
 
Here are a few ways in which we are demonstrating our commitment. 
 
First, we released or completed updates to a total of 19 monographs and released or replaced 15 
physical reference standards, both assisting with our commitment to Winning Ambition number 1, 
ensuring that our standards are up-to-date. 
 
We are focused on developing performance standards that are broadly applicable across a drug family 
or therapeutic class.  These standards can address common quality issues and challenges that are 
inherent to technologies and are used by biopharmaceutical manufacturers to help ensure and 
demonstrate method and process performance throughout the development lifecycle. 
 
In addition, a new opportunity exists in advanced biologic therapies that includes cell and gene therapy.  
We are exploring these innovative and rapidly evolving therapies, identifying areas where standards 
can help address challenges and support development associated with this exciting new area of 
treatment.  
 
Moving forward into 2019, USP will continue to explore new areas that support our commitment to be a 
global leader and the trusted source for quality standards and education.  We will continue to develop 
and foster existing and new relationships with stakeholders and customers, as their unique insights 
continually aid in the identification of trends and specific needs associated with biologic therapies. 
 
The biologics program aims to be a leading provider of quality standards, education, and resources that 
are both applicable and beneficial in ensuring patients receive quality biologic therapies. 


