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Therapy Products in Co-Production
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Abstract Objective: To reduce the quality risks in the multi-product co-production of CAR-T cell therapy
products by CDMO enterprises and ensure product quality. Methods: Based on the characteristic that the
operation procedures of the proposed co-produced CAR-T cell therapy products were roughly the same, failure
mode, effects and criticality analysis (FMECA) method was adopted, combined with the literature analysis
method and expert interview method, to establish a quality risk management model for co-production of CAR-T
cell therapy products in CDMO enterprises. Results and Conclusion: The established process was applied to
the proposed co-produced products. Using the feasibility assessment table, applicability assessment table, risk
assessment and control table of the process, the new risks brought by multi-product co-production were evaluated
from the aspects of personnel, machinery, materials, methods and environment. After adding control measures for
medium and high risks, the final co-production risks could all be acceptable. After applying the process, the risk
index of the co-production link had significantly decreased. The model provided a reference for the improvement
of the risk management effect of co-production of CAR-T cell therapy products in CDMO enterprises.
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