PMR/PMC Zip File Contents in pmc.zip?

File Name

File Type

File description

pmrpmc_commitments.xlsx

Excel

This dataset includes a combination of CDER
and CBER managed PMRs and PMCs that
currently have an open status or have not
been closed for more than one year. The
dataset includes one row per PMR/PMC under
the BLA or NDA submission that the PMR was
required or the 506B PMC was agreed upon in
writing.

pmrpmc_commitments.txt

Text file
Delimiter: tilde
Text qualifier:
double quotes

This dataset includes a combination of CDER
and CBER managed PMRs and PMCs that
currently have an open status or have not
been closed for more than one year The
dataset includes one row per PMR/PMC under
the BLA or NDA submission that the PMR was
required or the 506B PMC was agreed upon in
writing.

contents.pdf

PMR-PMC downloadable DB | PDF This document provides column headings,

column descriptions.pdf descriptions, and valid values located in the
downloadable Excel and text data files. A
cross reference from the old column names to
the new columns names is also included.

PMR-PMC table of PDF A document listing the contents of the

PMR/PMC zip file.

! For more information regarding postmarketing requirements (PMRs) and postmarketing commitments (PMRs),
please visit FDA's website: Postmarketing Requirements and Commitments: Introduction

2 These documents are updated as of April 2024.




