
www.iasociety.org

Generic HCV DAAs

Economics and sustainability 

Dr. Andrew Hill

Pharmacology and Therapeutics

University of Liverpool,

UK

Sunday, 23rd July 2017

Paris, France



HCV DAAs can be made very cheaply

SOF/DCV can be made for under $100 per 12 week course

70 million people with Hepatitis C 

Basic cost of treatment is $7 billion, to treat everyone worldwide



Cost per kg of sofosbuvir API exports over time



API needed per person = 34g (400mg x 84 days)

Cost of API =
$1,050/kg

API per 12 weeks = 
$35

Formulated drug = 
$36

Packaged drug = 
$37

Final generic price 
= $42

Formulation = $0.01/tablet

Packaging = $0.35/month

Profit margin and 
tax = 13%

Cost-based generic price of sofosbuvir(12 weeks)



Cost per kg of daclatasvir API exports over time



Cost-based generic price of daclatasvir(12 weeks)

API needed per person = 5g (60mg x 84 days)

Cost of API =
$973/kg

API per 12 weeks = $5

Formulated drug = $6

Packaged drug = $7

Final generic price = $8

Formulation = $0.01/tablet

Packaging = $0.35/month

Profit margin and tax= 13%





Total sales = $61 billion

Gilead: $49 Billion

AbbVie: $3 billion

BMS: $4 billion

J&J: $3 billion

Merck: $2 billion

Global sales of DAAs: $61 billion from 2014-2017, 
and rising



We need to treat more people to overcome the 
effect of new HCV infections

In 2016, worldwide

1.5 million people were cured (SVR)

300,000 people died from HCV

1.6 million new infections 

Hill et al.  J Vir Erad, July 2017, 3: 117-123



Countries with 5x more cures than infections

Hill et al.  J Vir Erad, July 2017, 3: 117-123



Countries with 5x fewer cures than infections

Hill et al.  J Vir Erad, July 2017, 3: 117-123



Hepatitis C: net cure rates in 2016, by country
SVR + deaths ïnew infections

< 1%

1% - 7%

> 7%

Hill et al.  J Vir Erad, July 2017, 3: 117-123



Change in the HCV epidemic from cures versus 
new HCV infections, 2016-2017

For every person cured of HCV worldwide in 2016, another person was newly infected



HCV ïwe need to treat more people

ÅIn 2016, for every person cured of HCV, another person was 
newly infected

ÅRates of treatment are still far too low to allow elimination of 
HCV worldwide by 2030

ÅThis is despite massive sales of DAAs by pharmaceutical 
companies (over $61 billion between 2014-2017). 

ÅHarm reduction needs to be intensified, to lower infection rates



Getting to Elimination of HCV - three main 
problems

1. ñDiagnostic burn-outò

2. Lack of WHO pre-qualification / Regulatory ñno-mans landò

Bioequivalence

Batch stability

Adherence to Good Manufacturing Practice

3. Voluntary licenses are too restrictive.



ñDiagnostic burn-outò

ÅIn many countries, rates of HCV diagnosis are too low to allow 
elimination of HCV by 2030

ÅThe percentage of people already diagnosed, and newly 
diagnosed, is highly correlated with Gross National Income

ÅWe will need new HCV testing campaigns to be put in place, 
similar to ñtest and treatò strategies for HIV. 
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WHO pre-qualification and quality standards

Generic companies:

India: Natco, Hetero, Mylan, Cipla

Egypt: Pharco

Algeria: Bekar

Bangladesh: Incepta, Beacon

Other companies in Sri Lanka, Iran, Brazil, China, Morocco, Pakistan

Which companies have BE, GMP and batch stability?

Results should be published and presented ïthis was done for HIV 



Even so, generic HCV DAAs work very well

High and consistent SVR rates in a range of programmes.

FixHepC ïAustralia

Hepatitis C Treatment without Borders ïAustralia

International Treatment Preparedness Coalition ïRussia

SE Asian programme ïThailand

There are many other smaller operations in progress

Generic DAAs are being widely used.  



FixHepC programme: SVR4 by Genotype
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Russian, Australian and SE Asian buyers 
clubs: SVR4 by Genotype




