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ICH

harmenisation for better health Concept Paper

Post Approval Safety Data Management: Definition and Standards for Expedited Reporting
EID (Revision 1)

20 November 2019
Endorsed by the Assembly on 20November/ 2019

Tvpe of Harmonisation Action Proposed

An update of the exasting ICH E2D (Post Approval Safety Data Management: Defimfion and
Standards for Expedited Reporting E2D) gudeline 15 propesed to clanfy the management of post-
approval safety information from new or increasingly nsed data sources including the need to adapt
definitions and standards.

Statement of the Perceived Problem

The ICH EXD guideline was agreed in May 2003. In the meantime new sources of post-approval
safety information have emerged or are more frequently applied (e.g. social media, market research
programs, patient support and assistance programs) which vary i characteristics and contnbution fo
quality of post-approval safety information. The definitions and regulatory puidance in ICH E3D are
ne 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.

Issues to be Resolved

Carefil consideration and regulatory guidance are needed by adapting the existing concepts, principles
and definitions of the ICH E2D guideline to the management of new sources of safe'h, information.

In addition, there is also an opportumty to adapt the guidelne to address other issues which may
include, but are not limited to:

+ ambiguouns, out of date or missing defimtions and termunology,

+ sources of [CSRs,

+ standards for post-market regulatory reporting.

+ good case management practices (e.g. detection and management of duplicate reports,
identifiability of patients and reporters, management of literature reports, observations with no
associated adverse outcome and outcome-only reports)

Furthermore, 1f 15 important that any adaptations of the ICH EXD gudeline take into account the need
for consistency between other pertinent documents such as ICH E2A. ICH E2B, ICH E2C and ICH
E19 (e.g. ongoing development of ICH E19 and selective data collection for interventional clinical
trials and non-interventional studies). A potential need for additional sub-categories i the ICH
E2B(F3) implementation guide fo categonze ICSEs ongnatng from the new sources of safety
information may become apparent The tifle of ICH EJD may also need be re-considered as a
consequence of this proposed revision.

Background to the Proposal

Patient safety is a key priority for patients, industry and regulators alike. Since 2003 the science of
pharmacovigilance has evelved and the potential sources of safety data have increased, justifying a

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

ICH Secretariat, Route de Pré-Bois 20, 1215 Geneva, Switzerand

Telephone: +41 (22) 710 74 80 - admini@ich.ong, kitpfieww.ich.og
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revision of this guidance (1-4). The revision of ICH E2D is considered an important epportunity to
mmprove the generation of information that 1s relevant to patent safety.
Tvpe of Expert Working Group and Resources

An EWG is recommended that should consist of experts in the field of pharmacovigilance.

Timing

EWG should begin working following ICH Assembly endorsement and is anticipated to take
up to 24 months to reach step 2.

BReferences

1) Jokinen J et al. Industry Assessment of the Contnbution of Patient Support Programs,
Market Research Programs, and Social Media to Patient Safety. Therapeutic Innovation
& Regulatory Science (2019)

2) Harinstein et al L et al. Evaluation of Postmarketing Reports from Industry-Sponsered
Programs i Drug Safety Surveillance. Drog Safety (2019) 42: 640653

3) Stergiopoulos S et al. Adverse Dmig Reaction Case Safety Practices in Large
Biopharmaceuntical Organizations from 2007 to 2017: An Industry Survey. Pharm Med (2019)
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4) Brosch S et al. Establishing a Framework for the Use of Social Media in
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ICH

harmonisation for better health

Final Business Plan
EID{R1): Post-Approval Safety Data Management: Definitions and Standards for Expedited
Reporting
Endorsed by the Management Committee on 18 November 2019

1. The issue and its costs

* [Fhat problem/issue is the proposal expected to tackle?

The ICH E2D Guideline was agreed in May 2003. In the meantime, new sources of post-
approval safety information have emerged or are more frequently utilised (e.g. social media,
market research programs, patient support and assistance programs) which vary in
characteristics and contribution to the quality of post-approval safety information. The
definitions and regulatory guidance in ICH E2D are no lenger sufficient to provide gnidance
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.

+ [What are the costs (socialhealth and financial) to our siakeholders associated with the
current situation or associated with “non action™?

In the current situation significant resources are being spent on handling increasing volumes
of ICSEs that are of vanable value to post market safety surveillance. There 15 a need to
establish principles on how to manage these more effectively to support patient safety.

[

Planning
* [What are the main deliverables and key milestones?

The main deliverable is the final revised ICH E2D Guideline in accordance with finalized
concept paper. Key milestones are in line with the ICH Working Group Step Process.

*  [Fhat resources (financial and human) would be required?
The convemng of an Expert Working Group to work on this project is required. Monthly
meeting by teleconference and face to face meeting twice a year are anticipated. Financial
resources to attend face-to-face meetings are required.

» What is the fime frame of the project?
It is amficipated that it will take 2 years (3-4 face to face meetings) to reach step 2. After 6
months consultation 1t will take a further 1 year to complete step 4.

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

Route Pré-Bois 20, P.O. Box 1884, 1215 Geneva, Switzerland

Telephane: +41 (22) 710 7480 - admini@ich.ong, htfp-fwww.ich.omg
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+  [What special actions fo advance the topic through ICH, .g. stakeholder engagement or
training, can be anticipated either in the development of the guideline or for its

implementation?
It 15 anhicipated that there may be the need for an Implementaton Working Group to develop
traming support matenal including Q&A document.

3. The impacts of the project

+  WWhat are the likely benefits (social, health and financiall to our key stakeholders of the
fulfilment af the objective?
To provide pragmatic solutions that can be adopted globally to ensure consistent collection,
review, analysis and reporting of safety information from various data sources to ensure global
data can be leveraged to optimise patient safety.

o [What are the regulatory implications of the proposed weork — iz the topic feasible
(implemeniable) from a regulafory standpotnt?
The proposal is intended to harmonize the way of reporting informatien from new or more
frequently utilised sources of post-approval safety information. We believe harmonization
and implementation are feasible.
The am 15 to mmplement ICH E2D (R1) under the current respective legislative frameworks
with adaptations i local regulatory guudance where apphicable. Fegulatory feasibality wall
need to be assessed at regional level.

4. Post-hoc evaluation

* How and when will the resulis of the work be evaluated?
An evalnation will be proposed once the suideline is finalized.

R
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