
Case Study

EARLY DEVELOPMENT CAPABILITIES 
IN IMMUNO-ONCOLOGY

Fast-Track to Success With Centralized Analytical and  
Manufacturing Support 

A prominent pharmaceutical company was developing 
an innovative new programmed death receptor-1 
(PD-1)-blocking antibody, with speed to market being 
critically important.

This client required Chemistry, Manufacturing and 
Controls (CMC) support at multiple points in the 
development process, including scale-up, validation, 
global manufacturing and fast-track biologics license 
application submission.

If managing the entire process in-house, our client 
would incur substantial expense for increased staffing 
and utilization of significant internal resources. 
Conversely, outsourcing to different service providers or Contract Manufacturing Organizations (CMOs), 
could lead to assay variability and extensive management of multiple analytical quality agreements.

A Centralized Solution

BioPharm CMC, part of our diverse early service development group, was engaged to support the  
fast-track development of our client’s product. A CMC team of over 50 scientists was formed to provide 
centralized testing services tailored to the clients’ needs. Services included process validation, good 
manufacturing practice (GMP) batch testing, stability testing, process monitoring, characterization and 
specific methodology development, providing a program that was:

▶ Consistent and Reproducible: Avoiding variability and analytical bias that occurs with using multiple 
testing laboratories and CMOs.

▶ Cost-effective and Sustainable: Reducing staffing costs and eliminating the need to maintain internal 
CMC capabilities.

▶ Streamlined and Efficient: Eliminating the need for increased resources required to manage multiple 
CMOs and filling providers.

▶ Collaborative and Dedicated: Effective communication via an experienced and dedicated team ensuring 
exceptional support throughout development.

Key Takeaways
▶ Speed to market was crucial, with 

CMC support needed throughout the 
development process. 

▶ Covance BioPharm CMC formed 
a dedicated team of scientists who 
worked closely with the client. 

▶ Product launch occurred within 
the desired timeframe, with our 
centralized service providing 
reductions in cost and variability.



Results
▶ Client successfully launched product within desired timelines.
▶ Client reduced  cost and variability compared with the alternative of using multiple CMOs and  

filling houses.
▶ Client achieved data approval in first submission.

The Bottom Line

Immuno-oncology raises specific and critical questions regarding drug development, including 
potency and stability testing, meeting GMP SISPQ criteria, and ensuring the molecule is GMP 
compliant. The situation can become more problematic when managing the process across multiple 
testing laboratories and CMOs.  
  
With experience managing multiple studies in immuno-oncology and access to a broad spectrum of 
CMC technologies, Covance was ideally placed to support the client with the fast-track development 
of their PD-1-blocking antibody, and other therapeutic agents. Through liaison between our client 
and a dedicated team from our BioPharm CMC Manufacturing Solutions group, all stages of 
development were managed at Covance, with our efficient, collaborative and centralized service 
ensuring quality data, reduced costs and a timely product launch. 
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