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ICH Q12:

Technical and Regulatory Considerations for
Pharmaceutical Product Lifecycle Management
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(Step2XE)
In certain ICH regions, the current ICH Q12 guideline is not fully
compatible with the established legal framework with regard to
the use of explicit Established Conditions (ECs) referred to in
Chapter 3 and with the Product Lifecycle Management (PLCM)
referred to in Chapter 5 as outlined in this guideline. These
concepts will, however, be considered when the legal frameworks
will be reviewed and, in the interim, to the extent possible under
the existing regulation in these ICH regions.

(Step4XZE)
Regulatory Members of ICH are encouraged to provide publicly
available information, preferably on their website, about the
Implementation of ICH Q12 in their region, especially with regard
to regulatory considerations.
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 Step4XE(F T > D7 RS IZE0) :
. https://database.ich.org/sites/default/files/Q12_Guideline_Step4 2019 11 :
- 19.pdf ’

Ehttps://database.ich.org/sites/default/fiIes/Ql2_Annexes_Step4_2019_11
' 19.pdf |
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