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conference, but the substance of some of them was included the 
remarks made by the author at the closing roundtable.



LEGAL PROVISIONLEGAL PROVISION
•• Article L. 613Article L. 613--5 CPI (Code of 5 CPI (Code of 

IntellectualIntellectual PropertyProperty):):

«« TheThe rightsrights affordedafforded by by thethe patent patent shallshall
not not extendextend to:to:
a) …a) …
b) b) ActsActs donedone for for experimentalexperimental purposespurposes

relatingrelating to to thethe subjectsubject mattermatter of of thethe
patentedpatented invention;invention;

c) …c) … »»



WHICH EXPERIMENTS?WHICH EXPERIMENTS?

•• ImprovementsImprovements

•• FilingFiling of an application for of an application for 
gettinggetting an administrative an administrative 
approvalapproval

•• ClinicalClinical trialstrials



IMPROVEMENTSIMPROVEMENTS

•• No No problemproblem concerningconcerning thethe
researchresearch exemption exemption aimedaimed to to 
improveimprove thethe patentedpatented invention: invention: 
new new processprocess, new application, , new application, 
new formulationnew formulation

•• ImprovementsImprovements are patentableare patentable
•• No impact on No impact on thethe researchresearch as as 

suchsuch



FILING OF AN APPLICATION FORFILING OF AN APPLICATION FOR
AN ADMINISTRATIVE APPROVALAN ADMINISTRATIVE APPROVAL

•• TheThe filingfiling of of suchsuch an application an application isis
not an not an infringementinfringement perper sese ((SupremeSupreme
Court Court –– 1998 1998 –– PromedicaPromedica/Allen)/Allen)

•• ConcerningConcerning a a genericgeneric, , thethe AMM AMM cancan
bebe grantedgranted beforebefore thethe expiration of expiration of 
thethe patent patent protectingprotecting thethe original original 
medicinemedicine (Article L. 5121 (Article L. 5121 –– 10 of 10 of thethe
Public Public HealthHealth Code Code –– Law of Law of 
DecemberDecember 2003)2003)



CLINICAL TRIALSCLINICAL TRIALS
•• ClinicalClinical trials trials executedexecuted for for gettinggetting

thethe administrative administrative approvalapproval of a of a 
genericgeneric::
–– Not Not clearclear as as referredreferred to Court to Court decisionsdecisions

((infringementinfringement accordingaccording to to thethe SupremeSupreme
Court, non Court, non infringementinfringement accordingaccording to to 
laterlater decisionsdecisions –– 2001/2002 2001/2002 –– fromfrom lowerlower
Courts)Courts)

–– DraftDraft lawlaw for for transposingtransposing thethe EU EU 
Directive 2004Directive 2004--27 (Article 8: 27 (Article 8: clinicalclinical
trials are not an trials are not an actact of of infringementinfringement))



I THANK YOU…I THANK YOU…
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