
Gene to GMP in 9 Months

Months 1 2 3 4 5 6 7 8 9 10 11 12

Cell line development 
(starting with gene)

Cell line stability

Analytical methods
adaptation/development

Analytical methods qualification 
and transfer

Upstream process 
development

Downstream process 
development

Formulation development

Integration/Tox batches

MCB preparation

MCB characterization

GMP DS manufacture

Virus clearance studies (VCS)

Supply of GMP 
Drug Substance

Activities

Disclaimer: The timelines are high level assumptions. It may change based on project requirements.
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