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Outline

* Overview of topic

* Status before the meeting

* Progress made at the meeting

* Status at the end of the meeting

* Work Plan: Key Milestones and Activities
* Conclusions

* Requests to the Assembly
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harmonisation for batter heakh

Overview of topic
* ICH E2D guideline approved in May 2003

* New sources of post-approval safety information
have emerged or are used more frequently which vary
in characteristics and contribution to post market
safety surveillance

* The definitions and regulatory guidance in ICH E2D
are no longer sufficient to provide guidance on the
current practices and needs

* Therefore, the definitions and standards for
the management of post-approval safety information
need to be revisited in order to support appropriate
safety surveillance and actions

harmonisation for batter heakh

®
) ICH ICH E2D(R1) Report to the Assembly

Status before the ICH meeting

* Proposed Organized Data Collection System (ODCS) framework for
management of data from digital platforms, with intent to apply to the
Patient Support Program (PSP) topic

* ICH E2B(R3) supportive of addition of new values to identify new solicited
data sources

* Proposed updates to ‘Other Observations' and ‘Literature’ sections
* Proposed updates/revisions to definitions and standards:

o Title revised: Post-approval safety data: Definitions and standards for
management and reporting of Individual Case Safety Reports E2D(R1)

o New definitions: Expedited report, ICSR, Digital platforms, ODCS

o Updated definitions: Spontaneous & Solicited reports

* Informal stakeholder reviews of partially updated document occurred in
May 2022 and October 2022
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Progress made at the meeting

* Progress Days 1 & 2

o Amended proposals towards addressing fundamental
recent stakeholder comments on revised sections

o Significant progress towards proposal on application of
ODCS to PSP topic area (subject to further stakeholder
review)

o Extensive discussion to align on new definitions wording
- ODCS
- Expedited report; Digital platforms
- PSP

harmonisation for batter heakh

®
) ICH ICH E2D(R1) Report to the Assembly

Progress made at the meeting cont.

o Updates have been made to the document to bring it up-
to-date and provide clarification in many areas

o Agreement that extension of planned timelines is required
to enable a substantively beneficial final document
- Inability to meet F-2-F since Nov 2019 has limited progress
- Progress in this F-2-F means fundamental content changes
require stakeholder consultation

- EWG still needs to address
» Qutstanding stakeholder feedback
« Concept paper items not yet addressed (e.g.duplicate

management and ‘outcome only’ cases)

14



)' ICH

harmonisation for batter heakh

ICH E2D(R1) Report to the Assembly

Work plan: Expected future Key Milestones

Expected
Completion date

February 2024 .

Deliverable

Submit Step 1 document to Plenary Working Party (one month

review)
March 2024 » Respond to PWP
April 2024 «  Submit EWG signed off Step 1 document to ICH MC
May 2024 + Step 2a/2b endorsement
L
) ICH ICH E2D(R1) Report to the Assembly
harmonisation for better heakh

Roadmap to Step 1 document

Weekly EWG weekly meetings and ‘virtual F-2-F' extended

meetings

Write PSP section and get preliminary feedback from stakeholder

groups on proposal

Address all comments from October stakeholder review and

revise all outstanding/new s
Stakeholder feedback cycle

Weekly EWG weekly meetings and ‘virtual F-2-F' extended

meetings

F-2-F Meeting, address stakeholderfeedback and revise

document
Stakeholder feedback cycle

Weekly EVWG weekly meetings and ‘virtual F-2-F' extended

meetings
F-2-F Meeting, address fina

Step 1 document ready

ections of the document

| stakeholder feedback

15

December 2022 to March
2023

January 2023
March 2023

Apnil 2023
May 2023 to June 2023

June 2023

July 2023

August 2023 to October
2023

November 2023
January 2024
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Conclusions

* Partial first draft E2D(R1) developed

o Draft more accurately reflects today’s pharmacovigilance
ecosystem

o Draft has received two rounds of informal review

* Challenging to provide a completely harmonized
operational framework for managing new sources of
post-approval safety data given the complexity and
scale of MAH activities and existing legislative
requirements across regions.

o EWG consensus has been reached on an approach under
existing legislation (stakeholder feedback required)

°
’CICH ~ ICHE2D(R1) Report to the Assembly

Request
to the

Requests to the Assembly Assembly

* WG Work Plan endorsement (see slide 7)
o Requesting 1 year timeline extension to workplan
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For information : Requests to the MC for face-to-
face meeting

* EWG envisages 2 more F-2-F meetings are needed
to achieve Step 2

* EWG requests MC approval to meet for 5 days in
Vancouver (June 2023)

o
ICH

harmonisation for better health

Thank you!

ICH Secretariat
Route Pré-Bois 20
1215 Geneva
Switzerland

E-mail: admin@ich.org

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