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Current ICH Topics Incheon, Republic of Korea Vancouver, Canada Europe (TEBD) Asia [TBD) the Americas (TBO) Europe (TBD) Asia (TBD)
WG code Now-22 Jun-23 New-23 Jun-24 Now-24 Jun-25 Now-25

Standing Paediatric EWG - Standing Paediatric

E2B(R3) EWG/IWG - Revision of Electronic Submission of ICSAs

_ Post-Approval Safety Data Management: Definitions and T
E2D(R1) EWG Standards for Expedited Reporting Sre e Swpd (M

EG(R3) EWG - Good Clinical Practice Step 2 (by end of 2022) Stepd (Dec)

E11A EWG - Paediatric Extrapalation Step 4 (lan)

E14/57B IWG - Clinical Evaluation of QT/OTc Interval Prolongation Training Materials (TBD)

20cws s e s st ] BT 0

Inclusion of Pregnant and Breastfeeding Individuals in
E21 informal WG o y € ¢

M1 PtC WG - MedDRA Paints to Consider

Electronic Standards for the Transfer of Regulato
MZ EWG - . = v
Inforrmation

M4Q(R2) EWG - Revision of M4CR1) CTD on Quality Guidance | Step 2 (Now) | m:

addendurn to Assessment and Control of DNA Reactive

M7(R2) Maintenance EWG/IWG | - . Step 4 (TED)
[ReTTaiiT
M3 EWG/IWG - Electronic CTD
o . B;oana.l\mczl Method Validation and Study sample Training Materials (Nov)
Anahsi
M11 EWG - CeSHarP Step 4 (Oct)
M12 EWG - Drug Interaction Studies Step 4 (Q1)
Bipequivalence for Immediate-Releasa Solid Oral Dosage
M13 EWG - mm:"” ' ! & Step 2 M13A (Dec) Step 4 M13A (May)
_ General principles on planning and designing 1
M1 EWG pharmacoepidemiological studies that utilize real-world 2 (Aug) Seep & (Oct)
M15 informal WG - General Principles for Model-Infarmed Drug Development
Q1/a5sC informal WG - Targeted Revisions of the ICH Stability Guidelines Series
Q2(R2)/Q14 EWG - Analytical Proced ure Development and Revision of 02(R2 Step 4 (Nov)
Q3C(RI) Maintenance EWG - Maintenance of the Guideline for Residual Solvents
Q3D{R3) Maintenance EWG - Maintenance of the Guideline for Elerental Impurities
Impurity: Assessment and Control of Extractables and
QAE EWG Leachables for Pharmaceuticals and Biologics Sl
Wiral Safety Evaluation of Biotechnology Praducts Derived ;
QSA(RZ) EWG from Cell Lines of Human or Animal Origin L]
Q9({R1) EWG - Quality Risk Management Training Materials (Feb] & Step 4 (Mar)
012 IWG _ Considerations for Pharmaceutical Product Lifecycle Training Materials (TBD]
Managerment
Qi3 EWG - Continuous Manufacturing Step 4 [Nov)

Work in progress

Addendum to the Guideline an Testing for Carcinogenicity Work completed
of Pharraces ticals

$5(Ra) Maint EWG Maintenance on of Annexes 1 and 2 of the 55 Guideline on| Dormarnt
aintenance Derection of Tawicity to Reproduction for Human Deadlines to be confirmed

As of Oct 28, 2022

51B(R1) EWG Final evaluative paper (Nov)

512 EWG - Biodistribution Studies for Gene Therapy Products

- Generic Drug Discussion Group

- Quality Discussion Growup
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