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Abstract:
We are currently living in the era of gene modified cell 
therapies. The field is moving with an exponential pace 
as multiple clinical trial data is showing promising results 
and global regulatory agencies like EMA, FDA have ap-
proved considerable number of products in recent time. 
The typical autologous CAR-T manufacturing involves 
isolation of specific immune cells (T cells) at clinical site, 
then in the laboratory, these cells are reprogrammed 
with genetic information that turns them into program-
mable cellular assassins and then grown in numbers in 
vitro over 2 weeks. These cells are then infused back into 
patient intravenously. While the idea is alluringly sim-
ple, the development, manufacturing under cGMP and 
clinical delivery are exceedingly complex. The important 
requirement of cGMP (current Good Manufacturing 
Practices) for this treatment, including graded controlled 
infrastructure, cGMP compliant raw material as well as 
cGMP supportive documentation and assurance is en-
forced by global regulatory authorities The manufactur-
ing and quality control requirements are cost and skill 
intensive. There are multiple platforms been developed 
towards manufacturing of the personalized medicine 
including the semi-integrated and fully integrated plat-
forms. The application of HIV derived lentiviral vector is 
also the core to the process. The current talk will feature 
the manufacturing avenues for CAR-T cell therapy and 
the challenges therby. 
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