
People who use drugs and HCV

Barriers to access: pricing, 

regulations, discrimination

François Berdougo, Board Member, Adviser for Harm reduction
Correlation HCV Seminar, Paris, November 3rd & 4th 2016



Hepatitis C & drug use in Europe

 Globally, 80 million of 
people are chronically
infected with HCV

 Around 700,000 deaths
per year / 70,500 in the 
European Union

 In EU> 3,6 million people 
chronically infected with
HCV

 HCV is highly prevalent
among people who inject
drugs > Injecting drug use 
currently accounts for 80 % 
of new HCV infections with a 
known transmission route in 
the European Union (EU). 

 Globally, 2 out of 3 PWID have HCV infection 
with rates in European Union Countries varying
between 14% to 84%



In mapCrowd report #1 sources: UNODC, (2015). World drug report 2015. Vienna: United Nations publication, Sales No. E.15.XI.6. 

Although people who inject drugs make up less than .05% of the 
population, they are 7% of all HCV antibody-positive adults.

High burden of HCV among people who inject

drugs worldwide



 Until 2010, no political will at both 
national and international levels, no 
specific funds to fight HCV, a weak 
community mobilization

 BUT the combination of renewed 
advocacy and arrival of new DAAs helped 
to raise HCV issues

 2 WHO resolutions

 WHO 2014 Guidelines

 WHO Global Health Sector Strategies for viral 
hepatitis, 2016-2021

 WHO Europe 2016 first ever Action plan for the 
health sector response to viral hepatitis

Slowly, a growing 

public health concern…



PWID have a high willingness to receive HCV treatment…

80% OF PWID ARE WILLING TO 
RECEIVE HCV TREATMENT

PEOPLE WHO INJECT DRUGS LIVING WITH HCV 
INFECTION

1-2%
are treated
each year

… but treatment uptake among people who inject drugs is still low!.

Slide from 1) Grebely J. J Viral Hepatitis 2009. 2) Mehta S. J Community Health 2008. 3) Iversen J, J Viral Hepatitis. 2013. 4) Alavi M. Liver 

International. 2014.



 Repressive drug policies and the 
almost universal criminalization are 
taking people who use drugs further 
away from health care services.

 Lack of information / 
Misinformation on hepatitis C virus  
among people who use drugs 
(symptoms, way of transmission, 10 
time more virulent than HIV> 
request specific prevention mesures)

Why so few? 

Stigma and criminalization



Why so few? 

Stigma from health providers

 Medical staff “common beliefs”: concerns about 
adherence, adverse events and reinfection risk

Beyond prejudices:
 Treatment success rate are similar if you’re a 

injecting or not, active user or not

 High treatment adherence rate  (82%)

 Reinfection rate is low (1-5%) among PWID

“Decisions about treatment should be made independently 
of an individual’s injection drug use status.”

Treating people who inject drugs is safe and works!

Aspinall EJ, Corson S, Doyle JS, Grebely J, Hutchinson SJ, Dore GJ, Goldberg DJ, Hellard ME. Treatment of hepatitis C virus infection among

people who are actively injecting drugs: a systematic review and meta-analysis. Clin Infect Dis. 2013;57 Suppl 2:S80–9.
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100 97.3

81.1

100 98.8

89.0

In General population* In people who inject drugs supported by the 

MdM/New Vector project**

HCV treatment cascade for 100 people starting treatment in Georgia 

*From Ministry of health data of May 2015: 9124 treatment start, 234 early treatment stop, and 83.3% of SVR12

**From MdM preliminary data of mid-June 2016: 244 treatment start, 3 early treatment stop, and 90.1% of SVR12 

Components of the peer

support intervention 

offered:

 Individual follow-up by a 

peer counselor:

 Individual counselling at 

the start and the end of 

treatment

 On demand meetings

 On demand escorting

and medication with

care providers

 Tracking

 Monthly group sessions



 Combining antiviral 

treatment (DAAs) 

with OST with

HCNSP is critical for 

achieving substantial

reductions (>50%) in 

HCV chronic

prevalence over 10 

years. 

Martin NK, Clinical Infectious Diseases 2013.

Harm reduction works!



Overcoming

the barrier

of high 

prices



Exorbitants prices endanger 

public health systems

 Cost effective does not mean 
affordable : high budgetary 
impact on European national 
public health systems in the 
context of austerity and 
budgetary restrictions 

 In France, providing sofosbuvir 
to all HCV patient at the facial 
price would cost more than 
the annual budget of Parisian 
public hospitals
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SOVALDI® to all
HCV patients in
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DAA combinations’ prices
range from €25,000 to 
€60,000
> 14 out of 17 countries in 
Western Europe set up 
treatment restrictions for 
people with HCV within their
territory
Given the simplification in 
follow-up and 
administration, DAAs should
have a positive effect on 
increasing treatment uptake
nationwide
But prescribing is still limited
to specialists in Western 
Europe, (except for 
Germany)

HCV TREATMENT RATIONING IN 

WESTERN EUROPE



Data from Global Burden of Disease report, 2013.  Lancet January 10th 2015, 385: 117-171

FDA Orange Book. http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm. Infographic by TAG.

Patent, a 20 years monopoly

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm




Patent opposition

 A patent opposition is a recourse at a national 
level by which any interested party may contest 
the validity of a patent at the office that issued it. 

 This legal mechanism has already been used by 
civil society in India, Brazil, United States to get 
abusive patents removed and to authorize the 
production of more affordable generic medicine. 

» February 11, 2015: MdM opposed the patent on 
sofosbuvir at the European Patent Office 

Our first goal was to show that we are facing a 
monopoly situation that should not even exist, 

because this patent is not legitimate and should 
not have been granted.



 On October 5, 2016 the European 
Patent Office (EPO) ruled that 
Gilead must remove four out of 
six claims in its patent.

• The two remaining claims do 
not directly refer to 
sofosbuvir. 

 Therefore, the patent no longer 
covers sofosbuvir in the 38 EPO 
countries. It’s a first and 
important victory!

 In addition to the EU, three other countries have already rejected 
sofosbuvir patent applications following intervention or 
oppositions: China, Egypt and Ukraine.

 The other key patent on sofosbuvir has been granted recently > who 
wants to file a patent opposition?



MdM demands French Government to 

issue a compulsory license

 MdM together with other civil society organizations 
have requested French authorities to use CL to 
reduce the price of sofosbuvir, without success… 
yet!

 A flexibility of the WTO TRIPS Agreement

 A public health safeguard

 A tool for balance between patent holder’s private 
right and public interest

 A leverage to reduce costs 
•Brazil CL on Efavirenz resulted in US$ billion 95 savings from 
2007-2011 

» Through a Compulsory license, governments can allow 
generic producers to manufacture a patented medicine 
without the consent of the patent owner, in exchange of 
royalties.  







Andrew Hill, HIV Drug Therapy, Glasgow, October 2016



SAFETY AND EFFICACY OF 

GENERICS DAAS

 REDEMPTION-1 Study (International Liver Congress 2016): cure rates in 
branded medicines treatment and low-cost generic DAA treatment are 
very similar



The HCV Care Cascade – Future requirements 

HCV 
TESTING

ASSESS &
MONITOR

ENGAGE IN
TREATMENT

ENHANCE 
RESPONSE

• guidelines

• systematic 
programs for HCV 
screening and 
diagnosis

• point-of-care HCV 
testing

• education

• guidelines

• infrastructure for 
HCV services 

• non-invasive 
fibrosis assessment

• linkage to care

• multidisciplinary 
care models 

• effective, 
tolerable, simple, 
short-duration HCV 
therapy

• strategies to 
enhance adherence

• risk reduction to 
prevent reinfection



Take-home messages

 Injecting drug use accounts for 80 % of new HCV infections with
a known transmission route in the European Union

 Access to HCV drugs among people who inject drugs remains low

 Barriers are well known and can be put down:

 Sensitize and advocate public health officials

 Sensitize and train health care providers

 Document the real access of people who inject drugs to new 
HCV drugs

 Increase fundings

 Reduce prices through existing procedures and generic
competition

 New patent oppositions should be filed!

HCV epidemic can be tackled down!



THANK YOU!
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