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Current ICH Topics

Workgroup code
Standing Paediatric EWG

Workgroup name
Standing Paediatric

Activity type

Orgaing activity

Singapore

Nowv-19

CH Multi-annual Strategic Plan

Yancouver, Canada

May-20

Athens. Greece (definitive
confirmation pending)

Now-20

ICH

Member

Asia s Europe Asia

Americas
(TBD) (TBD) (TBD) (TBD)
Nov-21

Jun-21 Jun-22 HNowv-22

E2B{R3] EWG/IWG

Revision of Electronic Submission of ICSRs

Orgeing activity

E2D{R1) informal WG

Post-Approval Safety Data Management: Definitions and Standards for Expedited Reporting

Orafting of CP and BP

E6[R3) informal WG

Good Clinical Practice

Orafting of CP and BP

EB[R1) EWG General Consideration for Clinical Trials Step process Step 4

E3{R1) EWG Addendum to Defining Appropriate Estimand Step process Step 4 (Oct.)

E11A EWG Paediatric extrapolation Step process St_e_az
E14/57BIWG Clinical Evaluation of QT/QTc Interval Prolongation Step process

E17 IWG Multi-Regional Clinical Trials Step process Training Material [Aug.)

E19 EWG Optimization of Safety data collection Step process

E20 informal WG Adaptive Clinical Trials Orafting of CP and BP

M1 PiC WG MedDRA Points to Consider Ongoing activity

M2 EWG Electronic Standards for the Transfer of Regulatory Information Ongoing activity

MAQ{R1) IWG Addressing CTD-0-Related Questions/Change Requests Daormant

M7(R2) Maintenance EWG/IWG Addendum to Assessment and Control of DNA Reactive Impurities Step Maint. | Step 2 Ean_} “
M3 EWG/IWG Electronic CTD Ongoing activity

M3 EWG Biopharmaceutic Classification System-basesd Biowaivers Step process “

M10 EWG Bioanalytical Method validation Step process

M11EWG CeSHarP Step process

M12 informal WG Drug Interaction Studies Orafting of CP and BP

Q2(rR2)/Q14 EWG Analytical Procedure Development and Revision of Q2(R1 Step process

Q3C[R8) Maintenance ENG Residual Solvents Step Maint. Step 2

Q3D{R2) Maintenance EWG Elemental Impurities Step Maint. Step 2 [Jan ]

Q5A[R2) informal WGs Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of Human or Animal Origin Oirafting of CP and EP

012 EWG Considerations for Pharmaceutical Product Lifecycle Management Step process “

Q13 EWa Continuous Manufacturing Step process S_tee2 m -
51{R1) EWG Rodent Carcinogenicity Studies for Human Pharmaceuticals Step process Step 2 m-

55[R3) EWG Revision on Detection of Toxicity to Reproduction for Med. Products Step process

511 EWG Guideline on Nonclinical Safety Testing - Paediatric Medicines Step process Training Material

512 informal WG Biodistribution Studies for Gene Therapy Products Orafting of CP and BP

GDG Informal Generic drug Discussion Group Discussion Group

QDG Informal Quality Discussion Group Discussion Group I

PEpiDG Pharmacoepidemioclogy Discussion Group Discussion Group |
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