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ICH - as of 18 July 2018

* ICH comprises 43 Members and Observers:

o 16 Members
o 27 Observers
* ICH comprises 23 WGs.

* |CH involves:

o 86 Representatives of Members/Observers
(at Assembly/ICH MC/MedDRA MC)

o 525 Experts in WGs
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525 Experts in 23 WGs- as of 14 May 2018

Member; 135; 26%

Number of experts in ICH

Standing Observer; 12; 2% Other; 5; 1%
Observer; 31; 6%

Founding/Standing
Member; 342; 65%
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). ICH ICHDBEE AR (3)
525 Experts in 23 WGs- as of 14 May 2018

Number of experts in ICH
HO; 7 IFPMA; 5
HSA, Singapo\g;SW’ TGA, Australia; 5 Others, 19

TFDA, Chinese Taipei; 12 MHLW/PMDA, Japan; 65
BIO; 14
IGBA; 16

Swissmedic, Switzerland; 17 JPMA; 54
MFDS, Republic of Korea; 19

Health Canada,

Canada; 26
FDA, US; 48
ANVISA, Brazil; 30
CFDA, China; 37 EFPIA; 45

PhRMA; 42 EC, Europe; 45
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525 Experts in 23 WGs- as of 14 May 2018

Representationin WGs
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| s MedDRA — An ICH Product

Med = Medical
D = Dictionary for
e MedDRA - ERAIMNOTHEREE T, £f-. T—FA R = Regulatory
hhvi, §Hfl. IR RET. RHT70RE&BLTH A = Activities
;;%hé%?ﬂ@fizté'l‘i'l‘%iﬁd)35?@'&0)7‘:&50)IEIB?%

e ICH MedDRA BEHE B4 (MC): MedDRAIZEET AT EIZ EIE

e MSSO (Maintenance and Support Services Organisation): MedDRA®D ;&
B XiE9 1= . DR AfLZE TR
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RHEIMGEHA K54 VR, FIRERBEOREZEET

E2B(R3) EWG/IWG

Step 2 [ Step 4 Planning as of May 2018

Revision of Electronic Submission of KSRs

Ongoing activity

IH] (2018 ~ 2023)

EE[R1) EWG General Consideration for Clinical Trials Ste process Step2
E9({R1) EWG Addendumn to Defining Appropriate Estimand Stap process
E11A EWG Pae diatric axtrapalation Stap process I m
EquS?B DG Clinical Evaluation of OT/0Tc Interval Prolongation Discussion
E17 IWG Multi-Regional Clinical Trials Step process
E19 FWG Optimization of Safety data wiledion Step process | Step2
Standing Paediatric EWG Standing Paediatric Ongoing activity
M1 PrC WG MedDRA Points to Consider Ongoing activisy
M2 EWG El=ctronic Standards for the Transfer of Regulstory Information Ongoing activity
MAO(R1) IWG Addreszsing CTD-0-Related Questions/Change Requests Dormart
M7({R2) Maintenance EWG Addendum to Assessment and Control of DNA Resctive Impurities Ongoing activity
M8 EWG/IWG Electronic CTD Ongoing activity
M3 EWG Biopharmaceutic Jassification System-basesd Biowaivers Step process
M10 EWG IBiuunuJ-"lid Method validstion Step process
Q3C(R7) Maintenance EWG Residual Sclvents Ongoing activity
O3D{R1) Maintenance EWG Elemental Impurities *~Revision to cadmium inhaioiion PDE Ongoing activity
Q3D{R2) Maintenance EWG Elemental Impurities Onzping activity
all WG 0O&A on AP Starting Materials Sten process
Q12 EWG Considerations for Pharmaceutical Product Lifecycle Management Sten process
51 (R1) EWG Rodent Carcinogenicity Studies for Human Pharmaceuticals Step process
55(R3) EWG Revision on Detection of Toxidty to Reproduction for Med. Products Sten process
S0 WG 0O&A on Nondinical Evalustion for &nticancer Pharmaceutioals Sten process
511 EWG Guideline on Nonclinicsl Safety Testing - Peediatric Madicines Step process
blue = Wark in =
b ——
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Proposal Title Action
Analytical Procedure Development and Revision of Q2 (R1) Analytical
Validation New/Rev
Clinical electronic Structured Harmonized Protocol (CeSHarP) New
Continuous Manufacturing New
Drug Interaction Studies New
Adaptive Clinical Trials New
Impurity: Assessment and Control of Extractables and Leachables (E&L) for
Pharmaceuticals and Biologics New
Nonclinical Safety Evaluation of Therapeutics for Severely-Debilitating or
Life-Threatening Diseases New
Update to Q&A for ICH S7B and E14 Rev
Guideline on First-in-human Clinical Trials New
Revision of ICH S4 - “Rodent and Non-rodent Toxicity Testing” Rev
Quality management for oligonucleotide therapeutics New
Harmonizing Quality and Safety Standards for Excipients New
Preclinical safety evaluation for oligonucleotide therapeutics New
Preclinical safety for therapeutic vaccines New
Use of pharmacogenetics in pharmacokinetic drug development: planning,
design and evaluation aspects
The use of Real World Data in regulatory submissions New
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Thank you for your attention

Visit our websites:
www.ich.org
www.meddra.org

International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use
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