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Disclosure of Links. French law and 
regulation

Law dated December 29, 2011. Article 2.

Decree dated May 21, 2013. In the process of 
being revised as to minor issues.

Transposition of the EFPIA Disclosure in the 
French code of practice: ongoing.
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Disclosure of Links. To whom?

New requirement on pharmaceutical companies to disclose all links 
with healthcare professionals, private and public stakeholders

Companies concerned: 
Companies producing or marketing products for human or cosmetic use, 
or providing associated services 

Recipients (and contracting parties) concerned are:
Individuals:

• Healthcare professionals (HCPs) and healthcare students
Associations:

• Associations of HCPs and of healthcare students
• Patients’ associations

Legal entities: 
• Hospitals (public or private)
• Non profit organizations, learnt societies and consulting companies or 

organizations in the healthcare sector
• Publishing companies: Press, radio, television and online media 
• Editors of prescription and dispensing software
• Legal entities contributing to initial training of HCPs

Who are based in France [Statement from the French authorities]3



Disclosure of Links. What is Published?

Individual disclosure operation by operation

Operations subject to publication 
Agreements with stakeholders (all recipients concerned)

• Including R&D, consultancy, contribution to costs, etc.
• Disclosure of, at least, the subject and the date
• No publication of the amount for this category
• No publication at all of commercial agreements (for example, products 

purchase)

Benefits (direct or indirect) in kind or in cash awarded to the 
stakeholders

• Benefits = payment without counterpart (contribution to costs of events, 
grants, etc.)

• Any benefit equal or above 10 euros taxes included
• Publication of the amount
• Including benefits linked to an agreement

Sanctions
Criminal sanctions: 

• €45 000 fine in case of deliberate omission of disclosure by the responsible 
person in the company (€225 000 by a company)

• Other sanctions: publication of sanctions, prohibition to manufacture 
products suspension of civil rights
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Disclosure of Links. Dates. Website. Data 
privacy

For the first (transitory) disclosure:
The first public disclosure date: October 1st 2013
The first reporting period: 2012 +1st semester of 2013
Transmission to the HCP’s National Council
Disclosure on the company websites

For the following disclosures:
Disclosure dates: April 1st and October 1st
Reporting period: semester for the benefits and within two weeks of the signature 
of the agreements
No more transmission to the HCP’s National Council

Data privacy:
The beneficiary should be informed of the data published and has the right to ask 
for the modification of incorrect data
However, no right to oppose the publication of the data in itself and no need to 
obtain the formal consent of the beneficiary as the disclosure is a legal obligation
Information would be available during 5 years
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Disclosure of Links. First disclosure

Some numbers:
A vast majority of the companies have published the data on 
their own website
Examples:

• Sanofi has published 106,000 lines;
• Ipsen has published 56,000 lines;
• The cost for Pfizer has been 1,500,000 euros.

The data is easily accessible by the public at large
Most of the data is related to very small amounts (meals, 
transportation…)
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Thank you for your attention
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