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 New guideline posted June 2015 

 New guideline includes processes for 
revisions (with and without the need for 
comment) and new monographs 

 New requirement that application must 
have been submitted to FDA at time of 
request 

 “Old” pending monographs removed 
from website on June 29, 2017 and 
website decommissioned 

 

Pending Monograph Process (PMP) 
Background 
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 32 proposals have been initiated 
– 17 proposals have been submitted to PF and/or for posting as NITR 

• 12 new, 2 revision (comment required), 3 revision (comment not required) in process 
 13 currently active 
 2 reached official status 
 2 cancelled 

– 12 are scheduled for publication in future PF 
– 3 were withdrawn/cancelled prior to action for various reasons 

 3 currently posted as NITR 

 

 
 

– Diltiazem HCl ER Capsules recently made official on October 10th 

PMP Volume 
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http://www.usp.org/frequently-asked-questions/pending-monograph-process 
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 Continue to clarify process and communication flows (sponsor/applicant and FDA) 

 Remain in alignment with FDA as they progress toward possible Guidance 

 

Next steps 
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