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Opportunity 

• Comparability testing of Critical Quality 

Attributes (CQA) for global collaborations 

 

Challenge 

• Implementing timely and cost-effective CQA 

rapid release assays 

Points to Consider 



Opportunity 

Comparability testing of Critical Quality 

Attributes (CQA) for global 

collaborations 



Bersenev, Alexey (2017):  

DOI: 10.6084/m9.figshare.4829182 

Leveraging Partnerships 

https://doi.org/10.6084/m9.figshare.4829182


Navigating Regulations 

Food Drug Administration (FDA) 

United States Pharmacopeia (USP) 

European Medicines Agency (EMA) 

European Pharmacopeia (EU) 

       US                                                                 EU 



International Multi-Center Phase I/II Clinical Trial 
Two Manufacturing Sites 



  
  Process Overview 
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Critical Quality Attributes Testing 

• Technology transfer 

• Product development 

• Process changes 

 

 

• Do this before tackling the 

manufacturing protocol! 

• Validated analytical 
methods 

• Well developed SOPs 

• Known reference samples 

• Identical critical reagents 

• Established acceptance 
criteria 

• See one, partake one, do 
one 

• Document in Share File 

 

WHEN HOW 



Critical Quality Attributes 



Challenge 

Implementing timely and cost-

effective CQA rapid release assays 



Microbiological Sterility Testing 

FDA Draft Guidance for 

Industry 

 

 Validation of Growth-

Based Rapid 

Microbiological 

Methods for Sterility 

Testing of Cellular and 

Gene Therapy Products 

 
Published February 11, 2008 

Withdrawn May 8, 2015 





Guidance for Industry 

 

Supplemental Guidance on Testing for 

Replication Competent Retrovirus in 

Retroviral Vector Based Gene Therapy 

Products and During 

Follow-up of Patients in Clinical 

Trials Using Retroviral Vectors 

 

 

 
U.S. Department of Health and Human Services 

Food and Drug Administration 

Center for Biologics Evaluation and Research (CBER) 

October 2000 

Replication Competent Retroviral (RCR) 
Testing 



Replication-Competent Retroviruses in Gene-Modified T 

Cells Used in Clinical Trials:  

Is It Time to Revise the Testing Requirements? 

Adham S Bear, Richard A Morgan, Kenneth Cornetta, 

Carl H June, Gwendolyn Binder-Scholl, Mark E Dudley, 

Steven A Feldman, Steven A Rosenberg, Sheila A 

Shurtleff, Cliona M Rooney, Helen E Heslop and 

Gianpietro Dotti  

 

doi:10.1038/mt.2011.288 

www.moleculartherapy.org vol. 20 no. 2 february 2012 
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