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How the glossaries came about
1. WG XI had a dedicated “Glossary” subgroup

Collected definitions from past CIOMS pharmacovigilance (PV) 
Working Group reports 
03/2021 CIOMS Cumulative PV glossary 1.0
06/2021 CIOMS Cumulative PV glossary 1.1 (+ vaccine terms)
09/2022 CIOMS Working Group (WG) XI report published
09/2022 CIOMS Cumulative Glossary with a focus on PV,  

Version 2.0 (broadened scope)

2. CIOMS reports include some ICH definitions, and vice-versa. 
In 2022 CIOMS started compiling ICH definitions as a tool for 
CIOMS and other stakeholders 
09/2022 Glossary of ICH terms and definitions

CIOMS Working Group (WG) XI 
Patient Involvement

Chapters
1  Introduction
2  Landscape
3  Guiding principles
4  Advancing treatments
5  Use of real-world data & evidence
6  Product labelling
7  Rapid safety communication
8  Additional risk minimisation
9  Clinical practice guidelines
10  LMICs
11  Pandemic considerations

Appendices
Glossary
Case studies A.–G.
CIOMS WG statement (…)
..
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– see example on next slide 

1. CIOMS Cumulative Glossary (1/2)

• Shows CIOMS recommended definitions of terms used in 
pharmacovigilance and related fields, for informational and 
educational purposes

• Published at a time of increased global interest in the safety 
and effectiveness of medicinal products (COVID-19)

• Current version (2.0) combines the terms and definitions of 
twelve published CIOMS Working Group reports

• Shows evolving definitions over time

• Freely available at: 
https //doi.org/10.56759/ocef1297
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https://doi.org/10.56759/ocef1297


=Hyperlinks to CIOMS guidelines
=Hyperlinks to translations

Most recent definition is emphasized

Evolving definitions – example: “Risk”
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1. CIOMS Cumulative Glossary (2/2)

New: Chinese



Guideline subheading, with section 
where the definition is found

2. Glossary of ICH terms and definitions

• Includes >1000 definitions  
from the current, publicly 
available ICH guidelines 
and Q&A documents

• Has a list of guidelines 
referenced, with links to 
PDFs on the ICH website

• Freely available at:
https://doi.org/10.56759/eftb6868
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Example: “Risk”

https://doi.org/10.56759/eftb6868


Conclusions

• Both glossaries are freely available on the CIOMS website

• Periodically updated as new guidelines are published

• Can be useful to support training, e.g. of patient experts

 CIOMS welcomes your feedback

o Suggestions for improvement?

o Feedback from use in patient engagement initiatives?

*****

EMA PCWP/HCPWP annual meeting, 15 November 2022 7



Thank you

Questions?

EMA PCWP/HCPWP annual meeting, 15 November 2022 8


	CIOMS Glossaries
	Outline
	How the glossaries came about
	1. CIOMS Cumulative Glossary (1/2)
	Evolving definitions – example: “Risk”
	2. Glossary of ICH terms and definitions
	Conclusions
	Thank you��Questions?

