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1. 21 CFR 320.38

https://www.ecfr.gov/cgi-bin/text-
idx?SID=97e10876e€9414093981192b08076b4f5&mc=true&node=se21.5.320 138
&rgn=div8

2. 21 CFR 320.63
https://www.ecfr.gov/cqi-

bin/retrieveECFR?gp=&SID=97e10876e€9414093981192b08076b4f5&mc=true&n=pt21.5.320&r=
PART&ty=HTML#se21.5.320 163

3. Final Rule [Retention of Bioavailability and Bioequivalence Testing Samples]

http://www.fda.gov/ScienceResearch/Special Topics/RunningClinicalTrials/ucm120265.h

tm
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4. Guidance for Industry [Handling and Retention of BA and BE Testing Samples]

https://www.fda.gov/requlatory-information/search-fda-guidance-

documents/handling-and-retention-bioavailability-ba-and-bioequivalence-be-

testing-samples
5. Compliance Program Guidance Manual 7348.001 “IN VIVO BIOEQUIVALENCE”

https://www.fda.gov/drugs/quidance-compliance-requlatory-information/drug-

compliance-programs
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