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Post-NOC Guidance

• 1994 Changes to Marketed New Drugs Policy
• January 2005 Notice (Drug Substance)
• July 2006  Screening Requirements for NC
• First Draft – 2007/03/16

– Comments due June 2007
• Second Draft – 2008/12/02

– Comments due January 2009
• Final Version 

– Adopted - 2009/09/02  
– Effective - 2009/09/30 



Post-NOC Guidance

• Transparency
– Opportunities for comments
– Summary of comments available

• Harmonization
– Definitions/Categories, ICH

• Modernization, Scientific, Risk-based approach
– QbD, Design Space

• Implementation Period



Overview – Quality Changes

• Provides guidance on 
what reporting 
category a change 
should be classified 
as, based on 
conditions, and what 
supporting 
documentation is 
required



Experiences and Challenges

• Positive Feedback
– Transparency, global proof of  requirements

• Target date for Notifiable Changes
– From 90 day default to 90 day target, ↓ predictability
– Backlog at BPS, ↓ planning and patient supply
– Options for Supply chain critical changes?

• EL Information
– (1.2.5) For sterile manufacturing, evidence of GMP and/or EL 

information (e.g. Confirmation of a satisfactory GMP rating by the 
Inspectorate)

– Jan 22 Notice – GMP required at time of submission
– Substance vs. Product, MRA vs. Non-MRA
– With backlog and EL requirements, test  site change could be ~1 year



Experiences and Challenges
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Experiences and Challenges

• Certificates of Suitability (CEP)
– “At this time, the use of the Certificate of Suitability (CEP) 

issued by the EDQM in support of changes to the drug 
substance is under review in pharmaceuticals”

– Potential to help with backlog

• QbD and Design Space
– Incorporated comments
– Bridging between pre and post approval
– Harmonization
– More experience required

• Opportunity for discussion, justification of alternative 
supporting documentation



Conclusions
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