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Telecon Body: 
The following issues were discussed with the sponsor: 
  

1. For collections performed under the State-wide Program, the instructions 
provided to the birth mother does not specify how the collection kit should be 
stored. Sponsor explained that the instructions are given to the mother 
verbally. Sponsor was informed that the written instructions should specify 
the appropriate storage condition of the collection kit. Sponsor will submit 
revised documents.   

 
2. For collections performed under the State-wide Program, the data logger 

provided in the collection kit is not activated until after the collection is 
completed. Sponsor was asked to explain how they could determine whether 
or not the collection kit was stored properly especially since the kit includes 



the cord blood collection bag containing anticoagulant. Sponsor explained 
that they have had internal discussions about this but decided not to activate 
the data logger when the collection kit is shipped to the birth mother because 
of the cost. Since the data loggers are battery operated, running them for 
>30 days would deplete the battery life and therefore requiring a new logger 
for each shipment. Data loggers can not be re-used. Sponsor will re-evaluate 
the available options and get back to the reviewers. 

 
3. Sponsor was informed that the most recent (b)(4) validation would have been 

acceptable if there wasn’t such a high positive sterility rate -(b)(4)-. The 
reviewer is not able to determine whether or not the --(b)(4)-- processing 
contributed the positive sterility results. Sponsor was asked for a validation 
study that includes processing of at least 3 consecutive units. 
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