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Ste 2 Q i lz\a ﬁﬂ INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL
E REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE

1CH HARMONISED GUIDELINE

PEDIATRIC EXTRAPOLATION

EllA

Diraft versien
Endarsed on 4 April 2022

Currently under public comsultation

At Step 2 of the ICH Process, a consemsus draft text ar guideline, agreed by the
appropriate ICH Expert Working Group, ix transmitted by e 1CH Axsembly o the
regulatory authorities of the JCH regions for internal and external consuliatian,
according fo mational o regianal procedures

https://database.ich.org/sites/default/files/ICH_E11A_Docu
ment_Step2_Guideline_2022_0404_0.pdf
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ICH E11A Pediatric Extrapolation

Pediatric Extrapolation Case Example:
Development of a hypothetical TNF-alpha inhibitor
"Drug X" for the treatment of polyarticular juvenile
idiopathic arthritis (pJIA)

Training Material

ICH E11A Expert Working Group
June 2022

https://database.ich.org/sites/default/files/ICH_E11A_TrainingMaterial_
CaseExample_2022_0701.pdf
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Status: Step 3

Public consultation dates:

EC, Europe - Deadline for comments by 6 August 2022

FDA, United States - Deadline for comments by 28 October 2022
Health Canada, Canada - Deadline for comments by 14 October 2022
MHLW/PMDA, Japan - Deadline for comments by 24 July 2022
NMPA, China - Deadline for commments by 30 July 2022

TFDA, Chinese Taipei - Deadline for commments by 31 July 2022

https://www.ich.org/page/efficacy-guidelines
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