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 Problematic for lawyers !!! 
 

 Identification of the needs for new regulation 
in a context of innovation 
 

 Is personalised medicine a new “object” ? 
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Personalised medicine has something to do 
with interventions tailored to identified 
patients or group of patients according to 
their personal and biological (including 
genomics) characteristics 
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 Use of numerous biological samples and their 
correlated data stored in biobanks  

 
FOR 

 
 Individualised therapies 

 
PUBLIC HEALTH  ISSUE 
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 A group of selected patients 
 Group size 
 Group identity ? 

 
 One single person 
 Autologous or heterologous applications (Cell 

therapies, regenerative medicine) 
 
 DISCRIMINATION AND EQUAL ACCESS TO 

MEDICAL TREATMENT 
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 When one of the provider is a private entity 

 
 When people get access on their own, in the 

name of their autonomy, to medical 
treatments or offers 
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 PUBLIC/PRIVATE/PARTNERSHIP 
 

 INCENTIVES 
 

 COLLABORATION FOR TRANSLATIONAL 
PROCESS 
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 RISKS OF OUT LABEL PRODUCTS 
DEVELOPMENTS 
 
 Direct to consumer genetic tests 
 Empirical developments from practitioners 
 Lack of security for patients 
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 Partnership with patients 
 

 Health as a part of expression of autonomy 
 “My body, my data” 

 
 If an innovation is available why wouldn’t 

have I the right to access it? 
 Right to innovation? 
 Barrier: money ! 
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 To reverse the charge of responsibility 
 

 When gathering power or new rights 
sometimes this could increase your 
responsibility 
 Example: pharmacovigilance and patients to 

directly report adverse events 
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 Equilibrium between individual freedom and 
protection of public health 
 

 Not new but 
 

 To be revaluated in the context of 
personalised medicine 
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 Limited ressources (some of them) 
 

 A new model of market ++++ 
 

 A new design for clinical trial 
 

 A new public policy issue (more than a new 
legal one) 
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 Private banks (cord-blood, pluripotent stem 
cells); 
 

 Unproven therapies; 
 

 (Stem) cell tourism 
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 Freedom to directly access what can be 
perceived as innovation +++ 
 

 Infringement of patient security, violation of 
patients 'rights (Directive ) and rules for safety 
(Directive on Clinical trials) 
 

 Treatments accessible only for people with 
money and what about the others ? 
 

 Private appropriation of the resource for only 
private uses, infringement of public resource 
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 Access to personal data by providers 
 Control of data and inequalities  

 
 Discrimination : “le progrès ne vaut que s’il est 

partagé par tous”  ; The progress in only meaningless 
when it is shared by all 
 

 Equitable access to health care ( Oviedo Convention 
Article 3 ) 
 “Parties, taking into account health needs and available 

resources, shall take appropriate measures with a view to 
providing, within their jurisdiction, equitable access to 
health care of appropriate quality.” 
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THE MORE THE FIELD IS REGULATED THE 

MORE EQUAL ACCESS IS ENFORCED 
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