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DEFINITION OF AI

•"ANY TOOL USED BY A MACHINE TO REPRODUCE HUMAN-RELATED 

BEHAVIOURS SUCH AS REASONING, PLANNING AND CREATIVITY"*

•Undeniable advances in the diagnosis, treatment and monitoring of patients in

6 MAINS APPLICATIONS
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(https://www.europarl.europa.eu/topics/en/article/20200827S
TO85804/what-is-artificial-intelligence-and-how-is-it-used) 
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TOWARDS « 4P » 
MEDICINE

Dr. Claude Vaislic, Cardiovascular and Thoracic Surgeon - French National Expert CEACC SYMPOSIUM - November 

26th, 2018
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“By multiplying the power of medical data and abolishing the 
boundaries between disciplines, professions, research and practices, Big 
Data should make it possible to intelligently exploit data that has not 
been exploited until now, and TO ESTABLISH CORRELATIONS THAT 
ARE NOT CONCEIVABLE BY THE HUMAN BRAIN. 

The science of analysis and algorithms (data analytics), artificial 
intelligence and cloud computing are the essential keys to the advent of 
a new medicine, one that is 

❑ Predictive

❑ Preventive

❑ Personalized

❑ Participatory”



PATIENTS' RIGHT TO INFORMATION IS A 
CORNERSTONE OF THEIR RELATIONSHIP WITH 

THEIR DOCTOR
•OVIEDO CONVENTION : right to receive all the information they need about 

• their state of health, 

• the treatments offered, 

• the risks involved,

• the therapeutic alternatives available

•Fundamental right of constitutional value : the RIGHT TO HUMAN DIGNITY

• Preamble to the Universal Declaration of Human Rights

• Article 1 of the Charter of Fundamental Rights of the European Union
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EVOLUTION OF THE NOTION IN FRANCE

•Established by case law in the Teyssier ruling Court of Cassation, 1942

•  Later, enshrined in law in specific cases, in small steps starting with the 1994 

bioethics laws. 

•General application in the Public Health Code by a seminal law of March 

2002 : transformed the doctor's obligation to provide information into a 

GENUINE PATIENT’S "RIGHT TO KNOW" (CSP Art. L. 1111-2)

• "Therapeutic" privilege no longer applies (CSP Art. R.4127-35)

INFORMATION AND CONSENT ARE INTERTWINED
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THE THERAPEUTIC ALLIANCE : PATIENT'S CONSENT 
AND INVOLVEMENT

•PATIENTS MAKE decisions concerning their health with the physicians (CSP Art. 

L. 1111-4)

•Only limit set by case law is that NO LEGAL PROVISION GIVES PATIENTS 

THE RIGHT TO CHOOSE THEIR OWN TREATMENT (CE, ordonnance July 26, 

2017)

  crucial in the context of use of AI
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TRANSPARENT COMMUNICATION : FRENCH 
BIOETHICS ACT AUGUST 2, 2021 

Right of the patient to ask questions and actively participate, while knowing :

1) AI IS USED : CSP, art. L.4001-3, I : patient “must have been informed and, where 

appropriate, warned of the resulting interpretation” of AI trained with big data

2) WHICH OF THEIR DATA IS USED in this processing AND HAVING ACCESS TO IT 

and to the results of the algorithm (CSP, Art. L.4001-3,II)

3) HOW ALGORITHM WORKS (CSP, art. L.4001-3,III) : “The designers of an 

algorithmic processing shall ensure that its operation is explainable to users”

4) LIMITS AND UNCERTAINTIES associated with these technologies
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RISKS ASSOCIATED WITH AI IN TERMS OF 
FUNDAMENTAL RIGHTS

•Amplify the patient's vulnerability by accentuating:

• asymmetry of information and knowledge with the doctor

• inequalities in access to healthcare : depend on the financial capacity of doctors or 

hospitals to equip themselves with innovations that offer the best health security

• Limit patient's autonomy in decision-making : tends towards a protocolisation 

of medicine => patient far removed from the doctor’s clinical expertise and 

their own wishes

•Data protection ?   MAJOR ETHICAL AND LEGAL ISSUES

PROTECTION OF HUMAN RIGHTS AND HUMAN DIGNITY MUST BE 

ENSURED AND IS GUARANTEED BY LAW
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A STRENGTHENED OBLIGATION TO PROVIDE 
INFORMATION ON AI

Draw an analogy with the French case-law concerning the use of new therapies 

or techniques : when risks cannot be sufficiently assessed at the time of 

consultation doctors are bound by a STRENGTHENED OBLIGATION TO 

PROVIDE INFORMATION TO THE PATIENT

CE, 10 mai 2017, n°397840 

10



CHATBOTS

•Doctors have in any event legal obligation to explain clearly and personally 

to patients the reasons why there is an indication for surgery or for treatment

•Under French law (CSP Art. L. 1111-2 al.3), it doesn't seem that chatbots can 

replace individual interviews with doctors. Physicians can yet not delegate 

such information to third parties such as colleagues or nurses or even limit 

information to written documents. This is all the more applicable to chatbots 

which can only complete information given personally by the physician.
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AI TRANSPARENCY
To avoid the "black box" effect :

Particular attention must be paid to the explicability of algorithms, which is 

extremely complex when we are talking about "machine learning" algorithms 

with results that are partially beyond human design

Information can ultimately prove to be very burdensome for the practitioner, but 

also for the patients. In practice, lack of information is very frequently invoked 

in the legal proceedings

USE OF AI COULD REPRESENT A BACKTRACK TO THE DETRIMENT OF 

PATIENTS IN TERMS OF INFORMATION
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PROPORTIONALITY TEST

Balance the right to health, patient safety and the development of 

innovation in the biomedical field

Article L. 1110-5 of the French Public Health Code states that: 

"Any person has,[taking into account his state of health and the urgency of the 

interventions that this requires,] the right to receive, throughout the territory, the 

most appropriate treatments and care and to benefit from therapeutics whose 

effectiveness is recognised and which guarantee the best health safety and the best 

possible alleviation of suffering in the light of proven medical knowledge. 

[Prevention, investigation, treatment and ]HEALTHCARE MUST NOT, IN THE LIGHT 

OF CURRENT MEDICAL KNOWLEDGE, INVOLVE RISKS THAT ARE 

DISPROPORTIONATE TO THE EXPECTED BENEFIT.”
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TO CONCLUDE…

•Essential to maintain human validation and to ensure transparency in the 

operation of algorithms, training for doctors and of course information of the 

patient. This will make it possible to minimise these risks and guarantee the 

responsible and ethical use of AI in medicine in association with patients.

• It is only through these precautions that we can ensure AI makes a real 

improvement in medical care while safeguarding patients' fundamental rights. 

THANK YOU FOR YOUR ATTENTION
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