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How are medicines assessed 
in France? 
¡  The National Agency for Medicines and Health Products Safety (ANSM) or 

the European Medicines Agency (EMA) evaluate scientifically and 
technically medicines before marketing 

¡  Medicines for which pharmaceutical companies ask for coverage and 
reimbursement by the health insurance are assessed by the French National 
Authority for Health (HAS) which determines: 
¡  The medical benefit 
¡  An improved medical benefit 
¡  Medical/Economic assessment for a specific treatment or a category of 

treatments, including direct-acting antivirals (DAA) 

¡  This double assessment enables negotiating prices with the Economic 
Committee for Health Products (CEPS) 

¡  The Ministry of Health decides of reimbursement and price upon HAS and 
CEPS recommendations   



What are the rules for 
accessing treatment? 
¡ Determined by clinical guidelines which take into account the 

state of the art and scientific knowledge 

¡ Dhumeaux Report on Hep. C states the conditions and patients 
admissible to treatment  

¡  The HAS was asked by the Ministry of Health to assess the access 
to treatment for Hepatitis C patients and to elaborate a strategy 
stating the criteria for reimbursement of Direct-Acting Antivirals 
(June 2014). 



What is the role and position 
of associations? 
¡ Contributed to the Dhumeaux Report 

¡ Considered as stakeholder by the HAS (with input given) 

¡ Defended access to treatment for everyone 



Who can access the 
treatment? 
¡  Epidemiology of HCV infection in France is not well known. According to data from 

2004, the seroprevalence would amount to 360,000 patients, with 65% with chronic 
hepatitis. Among those 230,000 patients, only 60% are diagnosed, which amount to 
140,000 patients, 23,000 being also HIV infected.  

¡  An estimated 74,102 individuals aged 18 to 80 were undiagnosed for chronic HCV 
infection in 2014 compared with 100,868 in 2004. New screening recommendation in 
2014 aiming at complementing the screening strategy, consisting in one-time 
simultaneous HCV, HBV and HIV testing in men aged18-60, regardless of risk exposure 
(source: Official weekly epidemiologic Report, June 2015). 

¡  According to recent estimates, 43% of the 230,000 patients are at stage F0 or F1, 49% 
at stage F2 to F4 and 8% beyond F4 with complications (decompensated cirrhosis or 
hepatocellular carcinoma) 

¡  Between 80,000 and 128,000 patients need access to DAA treatments 

¡  Capacity of French health system to treat patients estimated at 15,000 per year.  



Recommendations 
¡  The HAS recommends to grant access to DAA treatments to: 

¡  Patients with advanced liver fibrosis at stage F3-F4 

¡  Patients with specific criteria: 
¡  Co-infected HVC and HIV.  
¡  Systemic and symptomatic mixed cryoglobulinemia (II and III)  
¡  B lymphoma associated with HVC  

¡  Patients at stage F2, after assessing their fibrosis level (difficult to assess at 
stage 2) will have access eventually when new products will be launched 
and price go down (position of June 2014, which needs to be reassessed) 

¡  The HAS recommends not to treat with the new DAA treatments for patients 
at stage F0 and F1 



Public authorities 
acknowledge that … 
¡  Using the DAA at all stages would be beneficial for the whole 

population as it would avoid spreading the virus  

¡  Unfortunately, logistical and economic conditions are not met in 
order to eradicate the virus 

 



…prices of medicines… 
¡  Sofosbuvir (Sovaldi®): €41,000 for one standard 12-week 

treatment (€66,000 on the US, €49,000 in Germany and 
€43,000 in the UK) 

¡ Daclatasvir (Daklinza®): €25,000, associated with Sofosbuvir, 
€66,500 for a 12-week treatment 

¡  Siméprévir (Olysio®): €21,000 associated with Sofosbuvir, €62,000 
for a 12-week treatment 

¡  Sofosbuvir + lédipasvir, (Harvoni®): €48,000, provisional price 
under an ATU (autorisation temporaire d’utilisation) for a 8-week 
treatment 



… endanger the French 
health insurance system 
¡ At initial price of Sofosbuvir, €58,000 (before the CEPS 

assessment), treating all patients with hepatitis C would have 
cost over €5 billions, which represents 20% of total budget 
allocated to medicines by the Health insurance (source 
Médecins du monde) 

¡  The actual cost is lessened thanks to discounts negotiated in the 
agreements signed with the pharmaceutical companies and 
the (CEPS), 



Mobilization of associations 
and institutions against 
pricing 
¡  The European Commission has supported France in order to make prices 

decrease (June 2014)  

¡  Collectif Hépatites which gathers all patient organizations related to Hep. C 
among which the French Hemophilia Association and Médecins du Monde 
that addresses the needs of underprivileged people: 
¡  Has used the study conducted by Andrew Hill, a researcher of the University of 

Liverpool. In 2014, the real manufacturing cost of Sofosbuvir  is between $68 and 
$136 (€60 to €120) for the 12-week treatment. (Source Médecins du monde). 
Another informal study establishes that Gilead would generate profits in France after 
a €8,300 turnover. (source Le Figaro) 

¡  Has submitted a “Request opposing the patent”. The objective of Médecins du 
Monde is to authorize manufacturing of generic medicines in Europe 

¡  Compulsory licensing requested by associations and members of Parliament 

¡  Those actions most certainly helped negotiating and reducing the price but 
associations are not satisfied with the current situation. 



So now? 
¡  Rapid evolution of the therapeutic situation: new treatments are 

coming (Abbvie…) 

¡  Rapid evolution of the treatment protocols: suppression of 
Ribavirine 

¡  However, the competition does not seem to work in reducing 
prices and impact is today hardly perceivable 


