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ICH HARMONISED GUIDELINE

CH M11 Guideline

STRUCTURE AND CONTENT OF A CLINICAL PROTOCOL IC H "
harmonisation for better health
M11
INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL
ICH Consensus Guideline REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE
TABLE OF CONTENTS
1. INTRODUCTION ICH HARMONISED GUIDELINE
1.1 Background
12 Purpose
1.3 Scope
2. GENERAL DESIGN PRINCIPLES CLINICAL ELECTRONIC STRUCTURED HARMONISED
2.1  Clinical Electronic Structured Harmonised Protocol - Template PrROTOCOL
2.2 Clinical Electronic Structured Harmonised Protocol - Technical Specification .. (CE SHARP)
3. TEMPLATE CONVENTIONS AND DESIGN

M11 TEMPLATE

Draft version
Endorsed on 27 September 2022

Currently under public consultation
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harmonisation for better health

"B LM A%

INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL
REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE

ICH HARMONISED GUIDELINE

CLINICAL ELECTRONIC STRUCTURED HARMONISED
PROTOCOL

(CESHARP)

M11 TECHNICAL SPECIFICATION

Draft version
Endorsed on 27 September 2022

Currently under public consultation
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Our M11 Journey So Far---

@ Ml Collaborations 0 Pre-Clearance Review

Jan-Feb: WGs formed with E9(R1) & M2
@ Concept Paper . May: Virtual Meeting on E9 o) » May: Virtual Meeting — Resolution
« June: Concept Paper integration and technical specification of party feedback
endorsed in Kobe, JP + Informal party review * Finalized the Technical
« November: Charlotte, « November: Virtual Meeting —E9(R1) Specificationv0.1
USA 1st EWG Meeting feedback * September: Step 1 Sign-off
« Prep for Party Review Amsterdam

+ September: Steps 2a/2b
* October: Entered Step 3

2019 2021 2023
N © A < AN < W AN < p e %
2018 2020 2022

@ The “Humble” Draft @ Party Review (Pre-Step 1) @ Prepare for Step 3 Sign-off
+ 1st Draft Structure Escalation & caucuses Complete Step 3 regional
+ May: Amsterdam (2"9 F2F) » May: Virtual Meeting on public consultation period
« Consensus on structure structure, content, * Address regional public
+ Party Review of 1st draft design principles consultation results
» November: Singapore (3 + Debulking + Update guideline,
F2F) * November: Virtual template and technical
Meeting — preparing for specification
Step 1 * Regional Party Review

+ Step 3 Sign-off
* Draft Technical
2024/7/26 Implementation Guide
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2024/9~10 Party review (A1 RS> - F>2TL— b - Hiifot4R)

2024/12 Party review CESNIZEOX > MIX T BHIL5T T

~2025/3 RAtHIAR(CBE I D/ I X

2025/6 FE/NTOAXRCHITDAXS BT T

2025/9 HARSA> - F2TL— b - FfARICETDQCET

2025/11 HA RS> - 2T L— b - BtAR(CEE 9 3Step 3/4 sign-off
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- MHLW/PMDA . IPMA

$FDA ™ . PhRMA

. EMA * * . EFPIA

- Health Canada . BIO N

- ANVISA (=)L) .(Ei'(l):t‘lgclf\‘;l‘logy Industry Organization)

- National Center (7]*)“77\9 (International Federation of Pharmaceutical

\/) Manufacturers & Associations)
- IGBA
. A|E
N M PA ( ) (International Generic and Biosimilar Medicines
- TFDA (-IL:?;/?EJR) Association)

« HSA (= > HR—=)L)
. CDSCO (> R) R
- SFDA (-U-ljt/ya t“?) * * Regulatory Chair
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