SOPP 8408.1 Appendix 2: Section VII.D: Manufacturer’s Lot Release Protocols
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From Sect. C





Testing In Support Results memo





JA900.07





CBER-approved manufacturer-supplied LRP template





Data Monitoring Plan





Protocol Review Worksheet





What type of information?


How will LRPs be presented to CBER?


Who will review?


What will they do with the data?
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What will the content of the manufacturer’s lot release protocols be?





Lot Release





Surveillance





Exempt





How will CBER regulate the product post-licensure?





yes





Are there manufacturing concerns?


Are there clinical concerns?


How is consistency maintained?





JA900.04





Is the product safe enough, effective enough and consistent enough?





Basic Review Process








