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How are Monographs Elaborated / Revised?
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Substances (APIs and excipients) and corresponding medicinal products

P4 Expert Group and P4Bio Working Party
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P4 Procedure: Expected advantages

Do you agree ? Other? Your feedback is needed…

For Innovator For generic/biosimilar

For authorities: licensing/OMCL

 publicly-available source of 
information

 availability of a monograph may 
support the development of 
generics/biosimilars

 supporting the assessment of Marketing 
Applications of generics

 single official standard for market surveillance 
studies (e.g. medicinal products monograph)

 regular and direct exchanges with 
the EDQM

 full transparency about adaptation 
of the monograph

 possibility to request a CEP for 
chemical APIs immediately after 
adoption
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Compendial surveillance/ 
communication and sharing 

information: work 
programme, Pharmeuropa 

Best timing for 
elaboration

Transfer P4/P1: phasing out 
of data exclusivity and 

update of specifications in 
monographs

Combination products 
on the work 
programme

CHALLENGES

Open Discussion
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Thank you for your attention

EDQM Newsletter: https://go.edqm.eu/Newsletter
LinkedIn: https://www.linkedin.com/company/edqm/
Twitter: @edqm_news
Facebook: @EDQMCouncilofEurope
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