Analytical
Development

Analytical control strategy
for your product lifecycle

Our team has decades of cell and gene therapy
development experience and can help you achieve
maximum return on investment with:

+ Phase-appropriate designs: A systemic Consistent product quality: Quality-by-Design
approach to analytical and control strategies methodology that ensures assays are suited for
to support your program, wherever you are intended use and can advance through
in development each phase

+ Robust analysis: Comprehensive battery of Suitability: Specific, sensitive, accurate, and
molecular, biochemical, immunologic, precise results derived from state-of-the-art
phenotypic, physical and biological assays instrumentation, reagents, and scientific

expertise

Product characterization: Testing for Value: Efficient transfer from development
preclinical, starting material, in-process to the QC lab, with phase-appropriate
samples, drug substance, final products validation per ICH guidelines.

and more

For a complete list of analytical testing capabilities, visit www.comprehensivecellsolutions/AD

i

Large Pharma Biotech Translational Research

Contact Us: B ccs@nybce.org @ www.comprehensivecellsolutions.com

Comprehensive Cell Solutions | A business unit of NYBC Enterprises

310 E. 67th Street 9940 W. Sam Houston Pkwy S, Ste.300 570 S. Preston St. Baxter 1, 4th Floor
New York, NY 10065 Houston, TX 77099 Louisville, KY 40202



