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Telecon Body: 
Following introductions, FDA stated that the Sponsor will have to run a media fill 
process through their -(b)(4)-- system. The Sponsor stated that they cannot guarantee 
the running of -(b)(4)- system and pump the media to the collection bag. Since the 
running of -(b)(4)- system is based on the -------(b)(4)------- of the blood product, it may 



shut down if media is used. The Sponsor said they could try to simulate the time and 
purge the media in to the bag. FDA advised the Sponsor to simulate based on time and 
running conditions. 
FDA stated that the Sponsor needs to verify the ability of media to support growth 
promotion, either using positive or negative controls. FDA explained that the Sponsor 
should test the ability of the media used for media fill studies to support growth of 
representative microorganisms found the facility. The Sponsor asked if they could send 
it to a testing lab outside. FDA stated that the Sponsor has to ensure that the media 
goes though the same processes as it normally would if it was being used and then the 
Sponsor could send it out to a contracting lab.  
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