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Priority 1 Priority 3 Priority 4
Prioritise Strengthen Grow ICH Enhance the Deepen %MW{E?E,E&%E .
development Guideline membership to maintenance cooperation
of impactful implementation promote global and use of with strategic
Guidelines and adherence harmonisation MedDRA global partners @ ICHAA RSA > DEELETRRI{L TS
@ ICHAA RS> OEREMIFILARDIHICICHEEZHILK I D
e @ MedDRADHERFEIREFIRZITET D
1. Advancing the development and maintenance of harmonised, science-based, technical guidelines @ %EH%E’\JO O-—) U V) \o— hj‘—t@ﬁ?%%%ﬁ’fta_é
2. Strengthening global adoption of ICH guidelines through implementation support and training
3. Ensuring the continuous enhancement of the ICH Medical Dictionary for Regulatory Activities (MedDRA)
A7 RSAN-:

@ FAFDENTZ, BIFHRRBLCE D EATA 1 R > ORIE - HEFFEIEO (e
Q@ ICHAA RS1>DORFEZIRE N —Z>J2BUII O-/VULREDE(L

UASADOMCREICBNT. T—I5avTTHRT. ICHI MM REEISE. BE @ MedDRADHHAIIILITE

307, ERIFIHECOVNT, REBNBREFRFOIODEADBMEREEZT LA,

Ref: ICH. ICH web site: ABOUT ICH / Mission / Strateqgic Vision (Jun 2026).
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Ref: ICH. ICH web site: Other Work / ICH Digital Collaboration Platform / Technology Task Force Final Report (May 2026).
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026 0 028 029
E6(R3) EWG* Training Material (Jun)
E6(R3) Annex 2*
p 4 Q&A
E14/S7B IWG ]
E20 EWG* n 4 (0
E21 EWG p 4 (No
p 4 (De
E22 EWG*
Step 4 (M
Training Material (Nov)
E24 EWG (incoming) To be launch in Jul
M4Q(R2) EWG* 0 4
M7 Sub-Grou Step 2 (Au
Active WGs P — . P2 (Aug)
M11 EWG Training Materials (Jul)
Technical Implementation Guide for FHIR (Sep)
M13B EWG B and B Q&A Step 4
M13C EWG M13C Step 2 (Jun) p 4
M16 EWG*
M17 EWG (Delayed Start) To be established after M13C reaches Step 2
M18 EWG* Step 2 (May) p 4
Ql EWG* p 4 (No Training Materials (Jun)
Q3E EWG* pe
Q5E Annex WG Step 2 (Jun) p 4 b
Q6(R1) EWG Step 2 (Nov) D 4
S13 EWG* Step 2 (Oct) p 4 (No
E2B(R3) EWG/IWG Training Module Il (Feb)
MedDRA Term Selection: PtC (Nov)
M1 PtC WG Companion Document V4.0 (Sep)
standi M2 EWG
andine  'm7(R3) Maint. EWG
WGs
eCTD v4.0 Q&As v1.10 (Apr)
M8 EWG/IWG eCTD v4.0 Implementation Guide Package v1.7 (Apr)
eCTD v4.0 Controlled Vocabulary Package v1.1 (Apr)
Q3C(R10) Maint. ENG Step 2 (Jun) p 4 b
Training/DG E11A EWG Training Materials (Aug) _ '
M15 EWG* Training Material (Jan)
D t ini
orma'n / S1B(R1) IWG Rec. to ICH MC for_tr-al.nlhg, Q&A document, or other
Low activity initiatives (May)

Work in progress

Work completed
No ongoing activities
Deadlines to be confirmed

As of Apr 14, 2026 13



Multiyear Overview Apr 2026

				WG		2026		2027		2028		2029

		Active WGs		E6(R3) EWG*		Training Material (Jun)

				E6(R3) Annex 2*		Annex 2 Step 4 (Jun)

				E14/S7B IWG		Step 4 Q&A (May)
Second Stage Q&A Training Material (May)

				E20 EWG*		Step 4 (Oct)

				E21 EWG				Step 4 (Nov)

				E22 EWG*		Step 4 (Dec)
Training Materials (Nov)

				E23 EWG				Step 2 (Sep)				Step 4 (Mar)
Training Material (Nov)

				E24 EWG (incoming)		To be launch in Jul

				M4Q(R2) EWG*				Step 4 (Jun)

				M7 Sub-Group						Step 2 (Aug)

				M11 EWG		 Training Materials (Jul)
Technical Implementation Guide for FHIR (Sep)

				M13B EWG		M13B and M13B Q&A Step 4 (Jul)

				M13C EWG				M13C Step 2 (Jun)		M13C Step 4 (Nov)

				M16 EWG*

				M17 EWG (Delayed Start)				To be established after M13C reaches Step 2

				M18 EWG*				Step 2 (May)		Step 4 (May)

				Q1 EWG*		Step 4 (Nov)		Training Materials (Jun)

				Q3E EWG*				Step 4 (Jul)
Training Material (Nov)

				Q5E Annex WG				Step 2 (Jun)		Step 4 (Feb)

				Q6(R1) EWG		Step 2 (Nov)				Step 4 (Jun)

				S13 EWG*		Step 2 (Oct)		Step 4 (Nov)

		Standing WGs		E2B(R3) EWG/IWG		Training Module III (Feb)

				M1 PtC WG		MedDRA Term Selection: PtC (Nov)
Companion Document V4.0 (Sep)

				M2 EWG

				M7(R3) Maint. EWG

				M8 EWG/IWG		eCTD v4.0 Q&As v1.10 (Apr)
eCTD v4.0 Implementation Guide Package v1.7 (Apr)
eCTD v4.0 Controlled Vocabulary Package v1.1 (Apr)

				Q3C(R10) Maint. EWG		Step 2 (Jun)		Step 4 (Feb)

		Training/DG		E11A EWG		Training Materials (Aug)

				M15 EWG*		Step 4 (Jan)		Training Material (Jan)

		Dormant/
Low activity		S1B(R1) IWG		Rec. to ICH MC for training, Q&A document, or other initiatives (May)
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( Pre-Clin Clinical Trial Clinical Trial R eview Post-marketing survey/research
e Exploratory Reg Registry-based ) :
N AieHdin Clinical Trial Review: Clinical Trial Postmarketing|suivey/fesearch
WG-DG,/RP #EMAIR

(T#R : G=&)

4

Step-wise expansion of target population
NAMs RP > AIF]FH 3 EEG PR EHAIDITAAE

S12, S13, Q5EfHE Bin e S EEROFTM
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E11A, M15 > AIFIA M&S/ 455k BB SR DFTh
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PEDD RP PRO/FFRI> RRA> b

E8(R1), E6(R3) > AIFIF GCPDrAE

E2D(R1) = AIFIF PVODIEAL

M14, E23, E24, RWE/RWD RP -> AlFlIA RWD/RWE
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