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Current ICH Topics

Activity type

Montreal, Canada

() TR _
-7 GLEHIRN : 202565F

Madrid, Spain

nr

72 R,

Europe (TBD)

K CDiE

Asia (TBD)

&

the Americas (TBD)

WG code Nov-24 Mav-25 Nov-25 Jun-26 Nov
Standing Paediatric No ongoing activity,
E2B(R3) EWG/IWG Ongoing activity Training Module I, Il and 111
c2o(a) ew
E6(R3) EWG Step process step 4St:ﬁ:ci32:z(jn(r’:‘e?<vl (Deq) Step 4 Annex 2 (June)
E11A EWG Step process Training Material (Aug)
E14/S7B IWG Step process Step 4 (Nov)
E20 EWG Step process Step 2 (Dec) Step4 (Apr)
E21 EWG Step process Step 2 (Q2)
E22 EWG Step process i 5“7"?""'{; i | Step2 (Dec) |
M1 PtC WG Ongoing activity
M2 EWG Ongoing activity
M4Q(R2) EWG Step process | Step 2 (May)

M7(R3) Maint. EWG/IWG

No ongoing activity,

M7 Sub-Group

Step process

Step 4 (Nov)

Step 4 & Tr. Mat. (Jun)

Step 4 (Q4)

M8 EWG/IWG Ongoing activity Step 4 eCTD Updates |

M11 EWG Step process

M13 EWG Step process | Step2 M13B (Feb)
M14 EWG Step process

M15 EWG Step process Step 2 (Nov)

Q1/Q5C EWG Step process Step 2 (Jan)

Q2(R2)/Q14 IWG

Ongoing activity

Q3C(R10) Maint. EWG

Step Maint.

Ongoing activity

Training Materials (Mar)

Step 4 & Tr.Mat. (Dec)

Step 4 (Sep)

Q3D(R3) Maint. EWG

Step Maint.

No ongoing activity

Q3E EWG Step process
Q5A(R2) IWG Ongoing activity
Q6(R1) EWG Step Process

Training Materials (Dec)

Step 2 (Jun)

Step 2 (Jun) |

Q9(R1) Training Group

Ongoing activity

Revised Q9 Briefing Pack (Sep)

Q12 IWG

Step process

Training Materials

Q13 IWG Ongoing activity

S1B(R1) IWG Ongoing activity

S13 EWG Step process

CGTDG Discussion Group

I I Discussion Groui

Work in progress

Work completed

Dormant

Deadlines to be confirmed

As of Nov 6, 2024 11



Table 1

		Work in progress

		Work completed

		No ongoing activity

		Deadlines to be confirmed



		Overview of Harmonisation Activities on Current ICH Topics
Step 2/Step 4  Planning as of 19 September 2024

		Current ICH Topics		Activity type		Montreal, Canada		Madrid, Spain		Asia (TBD)		the Americas (TBD)		Europe (TBD)

		WG code				Nov-24		May-25		Nov-25		Jun-26		Nov

		Standing Paediatric EWG		No ongoing activity

		E2B(R3) EWG/IWG		Ongoing activity		Training Module I, II and III

		E2D(R1) EWG		Step process				Step 4  (May)

		E6(R3) EWG		Step process		Step 2  Annex 2 (Nov)
Step 4  Principles & Annex 1 (Dec)				Step 4  Annex 2 (June)

		E11A EWG		Step process						Training Material (Aug)

		E14/S7B IWG		Step process						Step 4  (Nov)

		E20 EWG		Step process		Step 2  (Dec)						Step 4  (Apr)

		E21 EWG		Step process				Step 2  (Q2)

		E22 EWG		Step process				Stakeholder 
Engagement Plan				Step 2  (Dec)

		M1 PtC WG		Ongoing activity

		M2 EWG		Ongoing activity

		M4Q(R2) EWG		Step process				Step 2  (May)						Step 4  (Nov)

		M7(R3) Maint. EWG/IWG		No ongoing activity

		M7 Sub-Group		Step process

		M8 EWG/IWG		Ongoing activity		Step 4 eCTD Updates

		M11 EWG		Step process						Step 4  (Nov)

		M13 EWG		Step process				Step 2  M13B (Feb)

		M14 EWG		Step process						Step 4  & Tr. Mat. (Jun)

		M15 EWG		Step process		Step 2  (Nov)				Step 4  (Q4)

		Q1/Q5C EWG		Step process				Step 2  (Jan)				Step 4  & Tr.Mat. (Dec)

		Q2(R2)/Q14 IWG		Ongoing activity				Training Materials (Mar)

		Q3C(R10) Maint. EWG		Step Maint.
Ongoing activity						Step 4  (Sep)

		Q3D(R3) Maint. EWG		Step Maint.
No ongoing activity

		Q3E EWG		Step process						Step 2  (Jun)

		Q5A(R2) IWG		Ongoing activity				Training Materials (Dec)

		Q6(R1) EWG		Step Process								Step 2  (Jun)

		Q9(R1) Training Group		Ongoing activity						Revised Q9 Briefing Pack (Sep)

		Q12 IWG		Step process

		Q13 IWG		Ongoing activity		Training Materials

		S1B(R1) IWG		Ongoing activity

		S13 EWG		Step process

		CGTDG		Discussion Group						Recommendation Paper (Oct)

		QDG		Discussion Group
Low activity
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