FDA STUDY DATA

(aka. DATASETS)

Since September 15th, 2021, FDA applies the Technical
Rejection Criteria (TRC) for Study Data submitted in
eCTD to CDER and CBER FDA divisions

What is the Technical Rejection Criteria?

The TRC consists in an automated validation that occurs upon receipt of a submission.
If the submission fails eCTD validations in TRC, CDER/CBER will reject it.

TRC has been created by the FDA to ensure study data compliance with the required
electronic standards specified in the FDA Data Standards Catalog.

What procedures does TRC apply to?

NDAs, ANDAs, certain BLAs and commercial INDs.
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https://www.fda.gov/media/85137/download

What studies does TRC apply to?
What do | have to submit to comply with TRC?
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