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Good afternoon –
 
FDA expects to post inspection metrics for the BIMO Program on the same page as it has in the past. 
These metrics are still being compiled for FY 2017. Please continue to visit the website for updates:
https://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/ucm261409.htm
 
Kind regards,
 
Doreen M. Kezer, MSN
Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA
 

 
This communication does not constitute a written advisory opinion under 21 CFR 10.85, but rather is an
informal communication under 21 CFR 10.85(k) which represents the best judgment of the employee
providing it. This information does not necessarily represent the formal position of FDA, and does not bind
or otherwise obligate or commit the agency to the views expressed.
 
 
 
From:  
Sent: Friday, February 23, 2018 3:40 PM
To: OC GCP Questions <gcp.questions@fda.hhs.gov>
Subject: BIMO Inspection Metrics FY2017
 
Dear 
 
I am interested to know whether the FDA will no longer publish the BIMO Inspection Metrics
per year as we used to see (with slides and a summary of inspectional observations per
inspection type in .pdf files or equivalent format). 
 
The reason for my question is that currently, what is available FY 2017 in the FDA website is
an excel table with the citations in FDA 483 forms  and a list of firms inspected. Is this the
new format the BIMO data will be presented by the FDA.
 
With my sincere appreciation for your support. 
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