






mcurtin@berkeley.edu
Comment
All of b5 has been redacted. No information regarding NLM proposal for implementing Notices of Violations



















mcurtin@berkeley.edu
Comment
April 12th 2019 NLM sent suggested changes to the FDA Letter Templates for Notices of Violations

mcurtin@berkeley.edu
Comment
3 types of Pre-Notice letters and 3 types of Notices of Noncompliance: failure to register, failure to submit results, failure to certify



mcurtin@berkeley.edu
Free Hand Highlight

mcurtin@berkeley.edu
Free Hand Highlight

mcurtin@berkeley.edu
Free Hand Highlight



































mcurtin@berkeley.edu
Comment
Collaboration between NIH and FDA to decide on Notices of Noncompliance language
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mcurtin@berkeley.edu
Comment
NIH and FDA made an agreement with NLM for notices of noncompliance on 7/24/20















































































































































mcurtin@berkeley.edu
Comment
NIH was asking FDA for weeks to send the Notices of Noncompliance procedures. January 29th, 2021 is the date they shared with NIH for review. The Office of Good Clinical Practice at the FDA may be the entity enforcing the Notices of Noncompliance.
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