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Currently, as President of  the International Federation of  
Associations of  Pharmaceutical Medicine (IFAPP) and 
member of  the Executive Committee of  CIOMS, I 
collaborate with non-profit scientific organisations ( e.g. 
PharmaTrain Federation), universities in postgraduate 
programmes (National and Kapodistrian University of  Athens 
- NKUA, Democritus University of  Thrace, Hellenic Open 
University-EAP, ACG-Deree ), patient associations and 
international organisations to implement initiatives of  
excellence in clinical research with patient participation 
according to modern bioethical frameworks as an alumni of  
the Stavros Niarchos Bioethics Academy.

• I am also a member of  the IFAPP Ethics Working Group

• The presentation is authorised by the IFAPP Exec Board , it 
expresses personal opinions mainly, except in cases with 
explicit references to IFAPP
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No conflicts of  interest to declare for 
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Welcome Message

•  I extend my warmest greetings and my deepest gratitude for your presence, which will enrich 
our perspectives and discourse.
• I would like to express my gratitude to the organising committee and especially to my colleagues 
in the IFAPP Ethics Working Group, Prof. Chieko Kurihara and Prof. Kotone Matsuyama, our 
distinguished speakers and each and every participant.
• This webinar is not just an academic or theoretical exercise; it is a call to action. 
• As we delve into the issues of the ongoing revision of the Declaration of Helsinki, your views and 
questions may have transformative potential for human life and bioethics.
• Your input and our discussions can influence actionable change in medical research for the benefit 
of research participants.
• Without further ado, I wish you a stimulating dialogue and mutual inspiration.”

8/29/2024Collaboration with the WMA and IFAPP's Perspective V.Baroutsou 26 Aug 2024 3



Personal expectations regarding the ongoing 
revision of  the DoH

• I expect the new version to be clearer and 
stronger to protect human participants 
around the world, so that benefits and risks are 
shared equitably, especially among vulnerable 
patients and those in low- and middle-income 
countries.

• I also expect modern ethical challenges 
related to new technologies , AI, genetic tools 
,and Covid-19 experiences are addressed
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WMA Declaration of  Helsinki  revision 
process to be recognised for 

• Transparency and public involvement
• Designed to be highly transparent and inclusive with multiple public comment periods 

and regional meetings

• Global collaboration
• Involved various international stakeholders in different parts of  the world  to ensure a 

comprehensive global update 
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August 20,2024

Recent publications on DoH revision spark  Debate 



Purpose-driven organisation
 Ethical, innovative and scientific leadership

Value proposition :Benefits for members 

 New : Fellowships for

 Young ,Mid Career ,Senior Professionals 

 Collaborative culture 

 Inclusive, open, transparent, interdisciplinary, 

 Strategic partnerships with leading international 
organisations 

 Scientific societies, academia and regulatory 
authorities, WMA, CIOMS, PharmaTrain, ECPM, 
FPM, .

Deliverables

EMPOWER 
MEMBERS 

Ethics & 
Competencies

Career & 
professional 
development

Communication
Community

PROFESSIONAL
STANDARDS
On current and 
future perspectives
Consultations with 
Stakeholders 
Publications
Public 
consultations

OPEN DIALOGUE

IFAPP TODAY 
Journal

IFAPP LinkedIn 

IFAPP Website 

IFAPP Webinars 

IFAPP ICPM  2025
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IFAPP Ethics Journey

Collaboration with the WMA and IFAPP's Perspective V.Baroutsou 26 Aug 2024 8/29/2024 8

What the IFAPP does for 
ethics

What IFAPP has  contributed 
to the ongoing DoH revision

What the IFAPP will continue 
to do



IFAPP Ethical Perspective

Internal Aspects
• Code of  Conduct ,a Constitutional 

requisite  

• Ethics Framework for members 

External Aspects 
• Public Consultations (WHO,WMA, 

CIOMS, ICH, EMA ,Voire Ethics 
for Healthy Volunteers )

• Peer Review Publications

• Webinars on Ethics 
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Ethics Framework for members by IFAPP 
EWG 3rd edition proposed under discussion
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IFAPP : Ethics Working Group (EWG)

EWG regular activities
• Monthly meetings
• Peer-reviewed papers 
• IFAPP TODAY Journal articles
• WMA & IFAPP meetings
• Collaborative projects –Book : Ethical Innovation for 

Global Health 
• Contribution to CIOMS – e.g., Research Governance 
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Collaboration 
with WMA

• ◆ Sessions with WMA at IFAPP meetings

• ◆ ICPM 2022 Athens Greece-WMA 
session hosted

• ◆ IFAPP Regional Meeting in 
Amsterdam June 2023-WMA speakers 
hosted

• ◆ Sessions with IFAPP at WMA meetings

• ◆IFAPP invited at WMA Asian 
regional meeting in Tel-Aviv  in 2022

• ◆ IFAPP at Copenhagen regional 
WMA meeting September 2023

• ◆IFAPP at Washington WMA 
regional  meeting August 2024

• IFAPP at the Helsinki WMA GA, 
October 2024
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October 2017
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WMA (Drs Resneck, Kloiber, Tsai, Berggreen Høj) at IFAPP ICPM 2022

Invited to WMA Regional 
meeting in Copenhagen

Credit for the slide to Prof  Chieko Kurihara  
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1.IFAPP TODAY Nov-Dec 2023 No 39, 15-17
https://ifapp.org/journal/ifapp-today-november-december-2023-number-39/1
2.IFAPP TODAY Sep 2023 No 37, 5-8.
Discussion in Amsterdam on Data-driven Research and the WMA Declaration of Helsinki.
https://ifapp.org/static/uploads/2023/09/IFAPP-TODAY-SEPTEMBER-2023-37.pdf
3. IFAPP TODAY Nov/Dec 2022 No. 29, 5-7.
Future Revision of the Declaration of Helsinki: Dialogue with the WMA in Athens. 
https://ifapp.org/static/uploads/2022/11/IFAPP-TODAY-29-2022.pdf
4. IFAPP TODAY Jan 2022; No. 20, 3-7. 
IFAPP Recommendations for the Revision of the Declaration of Helsinki, Version 2013
https://ifapp.org/static/uploads/2022/01/IFAPP-TODAY-20-2022.pdf
5. IFAPP TODAY Jul/Aug 2021; No. 16, 4-7.
Kurihara C. Webinar on COVID-19 and Bioethics: Pandemic and Research Ethics: 
Democracy, Placebo, and Post-Trial Access.
https://ifapp.org/static/uploads/2021/07/IFAPP-TODAY-16-2021.pdf
6. Front. Pharmacol., 29 October 2020, Sec. Drug Outcomes Research and Policies

https://ifapp.org/journal/ifapp-today-november-december-2023-number-39/1
https://ifapp.org/static/uploads/2023/09/IFAPP-TODAY-SEPTEMBER-2023-37.pdf
https://ifapp.org/static/uploads/2022/11/IFAPP-TODAY-29-2022.pdf
https://ifapp.org/static/uploads/2022/01/IFAPP-TODAY-20-2022.pdf
https://ifapp.org/static/uploads/2021/07/IFAPP-TODAY-16-2021.pdf


What about the proposed draft of  2024 DoH?
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Highest 
Standard? 

(deontology, 
human rights)

Minimum 
Requirement? 

(utilitarian 
pragmatism)

Credit for the slide to Prof  Chieko Kurihara  



Peer review IFAPP EWG members(2&3) and 
affiliated members (1)publications on DoH 
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Under final review (1) (2) (3)



WMA DoH recommended amendments in our 
publications of  previous slide 

Ethical Norm in pursuit of  common 
goals
• Proposals 

• Data driven research broad consent and dynamic 
consent ,assuring participants; rights and the sharing 
of  IPD and results to promote open science  and 
social value

• Risk minimisation in placebo-controlled trials and 
post trial access in best proven intervention 

• A future oriented research framework for co creation 
with stakeholders 

Linking the Declarations of  Helsinki and 
of  Taipei
• Proposals

• To complement the DoH, WMA issued the 
Declaration of Taipei (DoT) in 2016 to provide 
additional principles for health databases and 
biobanks. 

• the ethical principles for secondary use of data or 
material obtained in research remain unclear. 

• IFAPP suggests a closer scientific linkage in the DoH 
to the DoT focusing specifically on areas that will 
facilitate data-driven research, and to further 
strengthen the protection of research participants.
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 TYPE Policy Brief 

PUBLISHED 02 April 2024 
DOI 10.3389/fmed.2024.1360653 Front. Pharmacol., 29 October 2020

Sec. Drugs Outcomes Research and Policies
Volume 11 - 2020 | https://doi.org/10.3389/fphar.2020.579714

https://doi.org/10.3389/fphar.2020.579714


Vulnerability , social value and the equitable sharing of  
research benefits: beyond the placebo and access debates   

our proposal –submitted to Frontiers
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1.the recent reform for the ethical inclusion of  vulnerable 
study participants to promote diversity;

 2. the social value, prerequisite for everyone, especially 
for those who are vulnerable and the most in need;

 3. the requirement for promoting the inclusion of  
vulnerable participants, in particular the review of  the norms 
for  placebo-controlled trials and post-trial access; 

4. finally, the direction of  research ethics reform to achieve 
social value and equitable global health.

Under final  
review



Alternatives to using 
Placebos in Clinical 

Trials
in the current era 
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DoH declares :Placebo should not be used ,if  it is 
withholding  effective treatment from 

participants.

Alternative studies designs to minimize placebo use :

Adaptive trials 
Historic 
controls, 
synthetic 
controls, 

Non inferiority 
trials

Add on trials  (standard 
treatment vs standard 
treatment + new drug

Crossover 
trials

Active comparator : existing standard/best proven

CTs: Clinical Trials

https://www.fda.gov/media/138004/do
wnload
https://www.bmj.com/content/381/bm
j-2022-072108
https://www.fda.gov/regulatory-
information/search-fda-guidance-
documents/considerations-design-and-
conduct-externally-controlled-trials-
drug-and-biological-products

https://www.fda.gov/media/138004/download
https://www.fda.gov/media/138004/download
https://www.bmj.com/content/381/bmj-2022-072108
https://www.bmj.com/content/381/bmj-2022-072108
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-design-and-conduct-externally-controlled-trials-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-design-and-conduct-externally-controlled-trials-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-design-and-conduct-externally-controlled-trials-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-design-and-conduct-externally-controlled-trials-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-design-and-conduct-externally-controlled-trials-drug-and-biological-products
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Study on the topic of 
placebo : International 
Regulatory Authorities 
view.

The results indicate that the 
DoH is the most accepted 
ethical guideline on medical 
research and seen as a 
minimum ethical
standard by international 
drug regulatory authorities.
The use of the most currently 
effective treatment as the 
comparison is preferred to 
avoid abuse of placebo-
controlled trials ambiguous 
and open to various 
interpretations.
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Review: Role of Model-Informed Drug Development Approaches in the Lifecycle of Drug 
Development and Regulatory Decision-Making Review Article -Published: 12 May 2022
Volume 39, pages 1669–1680, (2022)
•Cite this article

https://link.springer.com/article/10.1007/s11095-022-03288-w#citeas
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https://healthai.haiweb.org/ai-in-medicines-research-and-development/



Final Recommendation for DoH revision

• Be our guide of  “highest ethical standards”
• DoH to ensure consistency with CIOMS

• Best-proven intervention in the world must be assured in any comparative arms and risk 
should be minimized (as in CIOMS)

• Ethics committee excuse in post-trial access paragraph should be deleted. 

• Leaving the placebo paragraph open to various interpretations will continue the controversy

• Post trial access should be assured in protocol/consent form to:
  study participants

  host community

  those most in need worldwide
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We will act on our 
proposals as a 

commitment derived 
from 

Fundamental

• Ethical Principles for Biomedical 
Research

• Autonomy

• Beneficence and non-
Maleficence

• Justice 
Given that 

• Ethics considerations are important 
determinants of  research study design 

and execution
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In parallel we will introduce 
debates in ELSI due to rapid 
scientific developments and 
emerging technologies in the 
field of:

 Gene Editing & CRISPR
 RWD with genomic 

information
 Genetic Privacy & Data 

Security
 AI in Research & 

Development 
 Equity and Access to 

Genetic Technologies



Thank you for your attention

Questions & Discussion

varvara.baroutsou@ifapp.org
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Back up slides

Medical Research should be conducted primarily to improve human health.

8/29/2024Collaboration with the WMA and IFAPP's Perspective V.Baroutsou 26 Aug 2024 27



Ethical principles and placebo-controlled
trials – interpretation and 

implementation
of the Declaration of Helsinki’s placebo

paragraph in medical research

• Skierka and Michels BMC Medical 
Ethics (2018) 19:24
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Clinical trials, 
• A Methodology Perspective 

,Wiley Book , 4rth edition 2024
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