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Source: Monitor Deloitte analyses based on National Medicines Agencies’ reports, FAMHP data, and Eurostat; MHRA (2022). MHRA Update, March 2022

Evolution of clinical trial authorizations in EU



Countries conducting the most clinical trials

Source: Top five countries running the most clinical trials (pharma-iq.com)

https://www.pharma-iq.com/pre-clinical-discovery-and-development/articles/top-five-countries-running-the-most-clinical-trials


Approach taken for this presentation: 

Looking at the past from the present

• Tomorrow: transition towards a digital and biological society
• Proteomics; genetic genomic research
• In vitro clinical trials
• In-silico trials or virtual trials
• Synthetic clinical trials
• AI
• …

• Today: focus on privacy due to digitalization and GDPR (data transfer)

• Past: primarily focus on Informed consent (since late 1970’)

Neurotechnology/Digital extended reality  



The Tuskegee study of the natural history of syphilis

Source: Jones JH. Bad Blood: The Tuskegee Syphilis Experiment, expanded edn. New York: The Free Press; 1993 [1981]



• Process/ Code of Nürnberg (1947) – 24 MDs:

Standard practice experiments

No legal basis, no laws

Rights of the participant

Article 1:

The voluntary consent of the human subject is absolutely essential.

Medical Experiments Second WW

Source: The Nuremberg Code. Trials of war criminals before the Nuremberg military tribunals under control council law. 1949. 

[14/10/13]. http://nuremberg.law.harvard.edu/php/docs_swi.php?%20DI=1&text=medical

http://nuremberg.law.harvard.edu/php/docs_swi.php?%20DI=1&text=medical


• Declaration of Geneva (WMA – 1948/ …)

Oath of Hippocrates

• Declaration of Helsinki , WMA – 1964/ 1975,…

Duties of the Investigator

• Belmont Report ,1979 published by  National Commission for the 
Protection of Human Subjects of Biomedical and Behavioral Research

Interest of individual is above society

Important documents in the aftermath of WWII

Source; World Medical Association. Declaration of Helsinki, 6th revision. 2008 (14/10/13) http://www.wma.net/en/30publications/10policies/b3/

http://www.wma.net/en/30publications/10policies/b3/


• Sulphanilamide incident       
(1937)

• Nuremberg War Crimes 
Trial

• Tuskegee study (syphilis) 
(1932 – 1972)

• Thalidomide (birth 
defects)

1938 Drug laws introduced to 
regulate safe manufacturing of drugs

1949 Nuremberg Code: required 
voluntary “informed consent”

1979 Belmont report: interest of 
individual is above interest of society

1962 Kefauver Amendments: prove 
drugs are both safe and effective

Increased Patient Protection: Drug disasters, fraud, abuse of rights



CORE 
ETHICAL 
PRINCIPLES

Three core ethical principles 
are relevant to research involving 
human subjects: respect for 
persons, beneficence, and 
justice.

Additional principles 
include voluntary participation, 
informed consent, anonymity, 
confidentiality, potential for harm, 
and results communication. 



ICH-GCP (2016)

Source: From Office for Human Research Protections (OHRP). (2014). U.S. Department of Health & Human Services. 

Retrieved from http://www. hhs.gov/ohrp/policy/consentckls.html

ICH: E 6 (R2): Guideline for good clinical practice - Step 5 (europa.eu)

https://www.ema.europa.eu/en/documents/scientific-guideline/ich-guideline-good-clinical-practice-e6r2-step-5_en.pdf


EU Directive on GCP (2004)

• # MECs in Belgium?

• MECs came under law of the MS (no private ECs anymore)

• Timelines: 60 days!

• Consequences: SOP, minutes of meetings, administration, 
structure.



EU CTR No 536/2014

• Single decision

• Competition US-EU-Asia Pacific

• Speed becomes important

• Part I and part II

• MECs became part of regulatory authorities , no longer under an 
institution (CCMO NL, France (Loi Huriet), Belgium (College))

European Union pharmaceutical legislation known as the Clinical Trials 

Regulation, aims to ensure the EU offers an attractive and 

favorable environment for carrying out clinical research on a large 

scale, with high standards of public transparency and safety for clinical 

trial participants.



Conclusion / Challenges

• Increased protection of subjects throughout the years.

• Shift towards a digital and biological society!

• Today: huge focus on privacy, GDPR (data transfer). Majority of 
ethical issues deal with GDPR? 

• Be prepared to deal with Personalized CTs – Patient 
centricity – Decentralized trials – Hybrid trials – Home visit 
nursing – Direct to patient medication delivery(?)

• What about monitoring remotely EMRs?

• Ethics committees (15) are now under the umbrella of the 
FAGG

• Finally: Think about the patient



Coming soon:


