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o Other resource requests
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Overview of topic

This Concept Paper supports a proposalfora new harmonised
guideline that specifies comprehensive clinical protocol
organization with standardized content with both required and
optional components. The working group will deliver the following:

* Guideline outlining two main sets of harmonised approaches
o atemplate to include identification of headers, common text and a set of
data fields and terminologies which will be the basis for efficiencies in data
exchange
o a technical specification that uses an open, nonproprietary standard to
enable electronic exchange of clinical protocol information
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Status before the ICH meeting

Concept Paper outline endorsed June 2018 in Kobe

Working group was appointed mid-Sept 2018

2 teleconferences held since November 1

o Regulatory Chair provided background on origin of
Concept Paper Outline

o Members shared feedback on draft concept paper

First F2F meeting in Charlotte
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Progress made at the meeting

* Day 1 - reviewed, assessed, and revised Concept
Paper

* Day 2
o Aligned on Concept Paper
o Developed Business Plan

* Day 3
o Finished Concept Paper and Business Plan

o Developed detailed 6-month Work Plan and high-level forecast for
M11 Deliverables
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Status at the end of the ICH meeting

* Final Concept Paper
* Final Business Plan

* Detailed 6-Month Work Plan with all milestones
forecasted
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Work plan: Expected future Key Milestones

Expected Deliverable
Completion date

Jun. 2020 Step 1 Technical Document (Guideline, template,
technical specification) sign-off
Possible 2a/2b endorsement

July 2020 Step 2a/2b document sign-off

July 2021 Public comment period ends (4-6 mos preparation,
6 mos comment period)

Nov 2021 Step 3 Signoff (6 mos for adjudication by EWG)

Possible Step 4 adoption

(2]
) ICH M11 Report to the Assembly
harmonisation for better health
Conclusions

* Highly collegial and energized working group

* Strong consensus that this effort will be valuable to
all stakeholders in clinical research

* Technical specification will enable substantial future
innovation

* Output will lay the foundation for a harmonised
protocol template for a broad range of clinical
studies
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Assembly Information

* Endorsement for Concept Paper, Business Plan, and
Work Plan?

o Biweekly meetings via teleconference

o F2F meeting in Amsterdam (perhaps including an extra
day to consult with other working groups)

* If relevant, other requests? Request
to the MC

o None

ICH

harmonisation for better health

Thank you!

ICH Secretariat
Route Pré-Bois20
1215 Geneva
Switzerland

E-mail: admin@ich.org

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