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International Society for 

Stem Cell Research 

140 328 2 - 3.2 We agree that accelerated or stress conditions may not yield relevant information, especially given that degradation 

pathways for cell therapies at room temperature differ significantly from those of cryopreserved products. However, 

the guidance still recommends conducting accelerated stability studies. 

We recommend including specific examples to clarify how such 

studies may be appropriately applied.

International Society for 

Stem Cell Research 

0 0 Guidance for centralized manufacturing models and materials stored prior to patient administration are well 

elucidated, however they do not consider diverse or decentralized manufacturing models or instances where the 

product is not cyropreserved post production and prior to administration to the patient.

We recommend the guidance incorporate considerations for diverse 

manufacturing models, particularly decentralized manufacturing, 

where the drug product is administered to patients immediately 

post-production, without prior storage.

International Society for 

Stem Cell Research 

0 0 We note that the guidelines do not currently include recommendations on stability testing requirements for 

pluripotent stem cell (PSC) banks.  

We recommed the inclusion of guidance on Pluripotent Stem Cell 

(iPSC and hESC) bank stability testing requirements.

International Society for 

Stem Cell Research 

0 0 We note that the guidance does not include stability testing for platform technologies. We recommend the inclusion of possible approaches to stability 

testing requirements for platform technologies. 

International Society for 

Stem Cell Research 

9 28 1.2 While the scope of the guidelines is extensive, it does not specifically include Tissue Engineered Products (TEP). 

This is a rapidly growing area of research and translation.

We recommend including reference to Tissue Engineered Products 

(TEP). 

International Society for 

Stem Cell Research 

27 28 1.2 It is unclear if ATMP combined products are included in the "combination of a drug product with a medical device". Please confirm if ATMP combined products are included in the term 

"combination of a drug product with a medical device." 
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