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Introduction  
 



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 

 

CIOMS will be 75 in 
2024 
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 Main areas of work  

Bioethics 
Pharmaco-

vigilance 

Product 

development 

• Since 1967; 1st 

CIOMS Round 

Table Conference 

‘Biomedical 

Science and the 

dilemma of Human 

Experimentation’ 

• Issued significant 

guidelines 

o Latest revision 

2016 

• Since 1977 

CIOMS Round 

Table 

Conference, 

‘Trends and 

Prospects in 

Drug Research 

and 

Development’ …. 

• 2021: Clinical 

Research in 

Resource-

Limited Settings, 

CIOMS Working 

Group report 

• 2022: Glossary of 

ICH terms and 

definitions 

• 1986: first PV 

Working Group 

• 13 more working 

group reports to 

date 

• Several ICH 

Guidelines are 

based on results 

of CIOMS 

Working Groups 

• Cumulative 

Glossary 2021 

o Available in 10 languages, e.g. Chinese, 

Spanish, Japanese, Russian  

 

o Focus on ‘low -and middle- income 

countries’ 
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Some highlights from 
2022  

 
 



I. New Publications in 2022 
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Ethical considerations for patient involvement 

Executive summary 

Chapter 1: Introduction  

Chapter 2: Landscape  

Chapter 3: Guiding principles  

Chapter 4: Advancing treatments 

Chapter 5: Use of real-world data and evidence  

Chapter 6: Product labeling  

Chapter 7: Rapid safety communication  

Chapter 8: Additional risk minimization  

Chapter 9: Clinical practice guideline  

Chapter 10: Low- and middle-income countries  

Chapter 11: Pandemic considerations  

Appendices:  

1. Glossary 

2. Case studies  

3. CIOMS WG XI statement  

4. CIOMS WG membership and meetings  

5. List of commentators  

CIOMS WG XI: Patient Involvement in the Development, Regulation and Safe Use of Medicines 2022   

Report Content 

https://doi.org/10.56759/iiew8982  

Pharmaco-

vigilance 

Product 

development 
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Chapter 1. Introduction  

Figure 1a: Patient involvement during 
a medicine lifecycle: pre-

authorisation 

1.1  Terminology  

Opportunities to incorporate the 

patient’s perspective  

1.2  Increasing engagement and 

incorporating the patient’s 

perspective  

Source: CIOMS Working Group WG XI 
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Chapter 1. Introduction  

Figure 1b:  
Patient involvement during a 

medicine lifecycle:  
post authorisation 

Source: CIOMS Working Group WG XI 

Chapter 1. Introduction  
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3.  Patient participation is needed in planning, testing, 

reviewing, approving, and monitoring treatments 

throughout the lifecycle of medicines. 

Life cycle approach the key 
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Appendices  

1 Glossary  

2 Case studies  

A Medication formulation created to meet patients’ 

and doctors’ needs (AdrenalNET) 

B A regulatory agency involving patients; public 

hearing on valproate (EMA) 

C Pilot collaboration between Lareb and a patient 

organisation in communicating a signal (Lareb) 

D Creating partnerships between industry and 

patient groups for therapy development (Roche) 

E Example of a pharmaceutical company working 

with patients to develop an additional risk 

minimisation measure 

F Engaging patients in early development plans 

for a novel treatment (Takeda) 

G Patient activism to counter AIDS denialism and 

improve access to HIV medicines in South 

Africa 

3 (…) 

Each case study describes:  

Purpose and objective of the case study  

Pharmacology  

Indication/disease treated 

Stage of the drug development lifecycle  

Why were patients involved?  

How was contact established with the 

patients? 

What did the patients do? 

Was the process adjusted to the patients’ 

needs? 

If patients were asked to help disseminate 

information, how was it done? 

Did the patients receive payment or 

compensation? 

Were any patient requests or 

recommendations discarded and why? 

Conclusion  

Contact details  
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CIOMS Glossaries –  
2 complementary successful projects 

* First version in 2021. 

 
 

* First Version in 2022 

https://doi.org/10.56759/ocef1297 https://doi.org/10.56759/eftb6868  
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2018  CIOMS Working Group (WG) XI on Patient Involvement started collecting 

definitions from CIOMS pharmacovigilance (PV) WG reports 

2021 March  CIOMS Cumulative PV Glossary Version 1.0 published 

June  Version 1.1 published -- including vaccine terms 

2022 July   CIOMS started compiling ICH terms and definitions  

   as a tool for CIOMS WGs and other stakeholders 

 Sep 6  CIOMS WG XI report published 

Sep 15  CIOMS Cumulative Glossary with a focus on PV, Version 2.0 

  published -- broadened scope 

2022 Sep 26   Glossary of ICH terms and definitions published 

How the glossaries came about? 

Current version 2.1 (4 May 2023) 3 (20 April 2023) 

Total downloads*       >8500             >4800 
* As of 19 June 2023 



CIOMS Cumulative Glossary 

Definition from 

the most 

recent report 

Separate 

section” 

Terms and 

def’s: 

VACCINES 

“Historical” 

definition(s) 

from earlier 

reports 
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Three sections: 

1. About this glossary/disclaimer (not shown here)  

CIOMS – Glossary of ICH terms and definitions 

2. Definitions 

Example: 
“Risk”.  
Occurs in 
several ICH 
guidelines/ 
sections 
thereof 

3. List of  
ICH  
guidelines  
referenced 

Includes links to guidelines and counts of definitions found 



CIOMS Glossaries:  Conclusions 

 Both glossaries are freely available on the CIOMS website 

 Periodically updated as new guidelines are published 

 Can be useful inside CIOMS, e.g. members of CIOMS 
Working Groups 

 Can be useful outside CIOMS, e.g. ICH new Working 
Groups, for various other purposes in industry, academia and 
regulatory settings   

 Can support training in various settings, e.g. pharmaceutical 
physicians, patient experts 

 … 

 

***** 
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II. Newsletters in 2022 

 In 2022 four quarterly regular NL editions were produced + one specialized 
issue dedicated to AMR 

CIOMS General Assembly,  22 June 2023 18 



Special Newsletter of November 2022 
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III. Other activities in 2022 

 Translations 

 Introducing CIOMS work at international conferences 

 Webinars on CIOMS WG reports  

 Online training modules created based on CIOMS 
reports 

 Working with students 

 Monitoring website    
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Translations 
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Talking about CIOMS work at conferences  (1)  
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Talking about CIOMS work at conferences  (2)  
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Webinar on CIOMS reports 
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New online training courses 

Joint CIOMS/Uppsala Monitoring Centre (UMC) training modules 
based on CIOMS DILI WG report (started 2021, finalized 2022) 

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 

Cumulative, to date (31 May 2023) Enrolled: 2565 
 Completed: 1200 
https://cioms.ch/online-training/ 

CIOMS General Assembly,  22 June 2023 25 



Working with students - IFMSA 

Participants at the panel discussion held on 18 May 2022 

CIOMS is a proud supporter of the 

Youth Pre World Health Assembly 

(Youth PreWHA), organized by the 

International Federation of Medical 

Students’ Associations (IFMSA).  

 

CIOMS was represented by 

speakers at two events during 

2022 Youth PreWHA:  

• CIOMS EC member Otmar 

Kloiber co-hosted a panel 

discussion on “Universal health 

coverage as a multisectoral 

concept” on 18 May (photo), 

and  

• CIOMS Secretary-General 

Lembit Rägo delivered the 

keynote speech at the reflection 

session held on 4 June. 
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CIOMS has annual award for medical students  

 For best student authored paper 
published in peer-reviewed journals 

  in the area of clincial research ethics, 
clinical product development and 
pharmacovigilance 

 The winners will be made public in 
CIOMS Newsletter (quarterly) 

 Hopefully in 2023 we will get more 
mature applications 

No student award 

given in 2022 !  
 

* Lack of quality applications 

https://cioms.ch/cioms-establishes-annual-award-medical-students/ 
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 The number of CIOMS subscribers is growing 

Website monitoring 
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Find us on the web 
------------------- ------------------- Year 2022 --------------- ------------------- ----  

*Period: 11 February 2022 (launch of new download module) to 31 December 2022 



CIOMS Working Groups  
 



2022 –  In-person meetings are back 
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CIOMS Ongoing Working Groups in 2023 

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 * 

Severe Cutaneous Adverse Reactions (SCARs).  
Started February 2021 * 

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

Good Governance for Research Institutions. Started July 

2021 * 

Newest: Artificial Intelligence in Pharmacovigilance. 
CIOMS WG XIV. Started May 2022  

In-person 

participants at 

the 1st 

Meeting of 

CIOMS WG 

XIV 

* Draft out for public comments, * Public consultation finished 
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Discussion and 
Conclusions 



o The Working Groups continue to be core of 
CIOMS activities 
 

o Webinars and e-learning opportunities are on 
increase  
 

o CIOMS has gradually increased its outreach – 
very soon we will reach out to 15 000 + 
individuals in our data base  
 

o The year 2022 was a successful year  
 

o The year 2023 will likely be at least as 
successful as 2023 in terms of publications 

 

  

 

 

 

  

Concluding remarks  

Questions? 
 

? 
Image by Gordon Johnson from Pixabay 
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