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CIOMS – Introduction 

Council for
International
Organizations of
Medical 
Sciences

Founded in 1949 by WHO and UNESCO

In official relations with WHO and 

UNESCO associated partner

ICH Observer since 2016

President - Professor Hervé Le Louet  (since 2016)

Secretary-General – Dr Lembit Rägo (since 2016)

Mission Statement 

CIOMS mission is to advance public health through guidance on health 
research including ethics, medical product development and safety
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Major areas of work

• Since 1967; 1. 

CIOMS Round Table 

Conference 

“Biomedical Science 

and the dilemma of 

Human 

Experimentation”) 

Issuance of significant 

guidelines; latest 

revision 2016

• Focus on "low and 

middle income 

countries“; translated 

into many languages 

including Chinese, 

Spanish, Japanese, 

Russian

Bioethics • 1986 first PV 

Working Group,  

13 more working 

group reports 

until today

• Several ICH 

Guidelines are 

based on results 

of CIOMS 

Working Groups

• Cumulative 

Glossary 2021

Pharmaco-

vigilance • Trends and 

Prospects in Drug 

Research and 

Development, 

Proceedings of 

the 11th CIOMS 

Round Table 

Conference, 

Geneva, 

Switzerland, 8-9 

December 1977. 

Ed. Z. Bankowski, 

J.F. Dunne, 

published by Scrip 

World 

Pharmaceutical 

News, London, 

1978.

Product

Develop-

ment



CIOMS and COVID-19 pandemic

 The COVID-19 pandemic has had a huge global impact

 We all needed to adapt to new realities and keep going

 We have introduced new ways of working and in 2020 and 
2021 only virtual meetings took place – in 2021 16 virtual full 
WG meetings, numbers for editorial group or WG sub-group 
meetings is much higher

 In this report we try to give some snapshots about what has 
happened in 2021, also beyond WGs

 COVID-19 has affected our work in 2020/2021, but also
affects it in 2022 and beyond

 When can we return to the situation before COVID-19? We
will never return to exactly the same, but let us hope that from
autumn 2022 we will have a mostly restrictions-free world 

6



Some highlights from 2021 



New Publications (1)

CIOMS International 
Working Group on Clinical 
Research in Resource-
limited Settings consensus 
report
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New publications (2)

CIOMS Cumulative Pharmacovigilance Glossary,  

Versions 1.0 and 1.1
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CIOMS work referred to in international meetings (examples)
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New training online courses

Joint CIOMS/Uppsala Monitoring Centre (UMC) training modules 
based on CIOMS DILI WG report (started 2021, finalized 2022)
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April 2022
Enrolled learners: 11
Completed the course and received a certificate: 10

May 2022
Enrolled learners: 270
Completed the course and received a certificate: 
130



CIOMS Newsletters

In 2021 four quarterly regular NL editions were produced + one 
specialized issue dedicated to the Uppsala Monitoring Centre (UMC)
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Special Newsletter of 9 November 2021
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Student awards 2021
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CIOMS website visitors
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Improvments linked to the website

 To be more efficient in the future we need to know who and how
uses our resources

 In 2021 we started to improve website in order to have additional
functions such as

1) Registering person profiles who want to download CIOMS documents

2) Creating regular automatic reports about approaches to different parts of the website, 
downloads of individual CIOMS reports etc.  
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CIOMS Working Groups 



CIOMS Ongoing Working Groups in 2021

 Clinical Research in Resource-limited Settings. November 2017

 Patient Involvement in the Development and Safe Use of 
Medicines. CIOMS WG XI. Started April 2018 

 MedDRA Labelling Groupings. Started April 2019 

 Benefit-Risk Balance for Medicinal Products. CIOMS WG XII. 
Started September 2019

 Real-World Data and Real-World Evidence in Regulatory Decision-
Making. CIOMS WG XIII. Started March 2020
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New CIOMS Working Groups started in 2021
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 Severe Cutaneous Adverse Reactions (SCARs). February 2021

 Recommended Standards of Education and Training for Health 
Professionals Participating in Medicines Development. April 2021

 Good Governance for Research Institutions. July 2021



Virtual meetings: main tool for making progress in 2021
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SCARs virtual WG meeting picture: 



New Working Groups in 2022
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 CIOMS WG XIV: Artificial Intelligence in pharmacovigilance. 
First meeting (hybrid of in person/virtual) during 18-19 May 
2022



Discussion and Conclusions


