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Content: The story and the players 

• The story: A civil society reading of access to viral hepatitis C 
treatment in Egypt

• The players: Ministry of Health and National Committee for the 
Control of Viral Hepatitis, Egyptian Patent Office, local generic 
industry



Epidemiology  of viral hepatitis C in Egypt

• Prevalence of HCV is estimated to be 4.5% to 6.7%

• Chronic infection estimated at 10% among the 15-59 years age group

• Incidence of new infections is estimated at 150,000 per year

• Estimated 5.6 million living with HCV in 2015

• It is estimated that every infected person transmits to 3-4 people over 
their lifetime

• High burden of HCV-associated cirrhosis and liver cancer
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How the epidemic started

• Parenteral anti-schistosomal treatment campaigns undertaken in 
Egypt in the 1960s and 1970s and use of improperly sterilised glass 
syringes (tartar emetic injections) for mass treatment

• Active hepatitis C infection rate is found to be 11% among individuals 
who have received an injection for schistosomiasis treatment, 
compared to 3% among those who never received one

• Higher rates in rural compared to urban areas (5% and 3% 
respectively among the age group 1-59 years)
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Sofosbuvir approved

• Sofosbuvir (Sovaldi by Gilead) obtained FDA approval in 
December 2013

• Announced price: USD 30,000 per box

• Negotiations started with Egypt: registration and pricing



An Egyptian pharmaceutical company announces the local production 
of the latest HCV drug

“The State should intervene to protect companies importing the active 
[pharmaceutical] ingredient and producing [the medicine] locally, using 
the compulsory licensing flexibility under the TRIPS Agreement and 
Egyptian law.”

Al-Youm Al-Sabea, 9 December 2013



Minister of Health meets representatives of a pharmaceutical company which 
produces a new HCV treatment to negotiate the possibility of making it 
available in Egypt

“In relation to the possibility of [local] production, … she noted the presence of 
intellectual property rights by the producing companies, which would be 
difficult to overcome.”

Al-Youm Al-Sabea, 5 February 2014



Civil society…

Invitation to a roundtable discussion:
Towards making available a new hepatitis C medicine from a 
right to medicine perspective
4 February 2014 

Groups represented:

- Academia

- Civil society

- Government

- Local industry

- Media

- Patients



Civil society…

• Research and advocacy

http://www.eipr.org/sites/default/files/pressreleases/pdf/hcv_treatment_in_egypt.pdf

http://www.eipr.org/sites/default/files/pressreleases/pdf/hcv_treatment_in_egypt.pdf


National response

• National response led by the National 
Committee for the Control of Viral 
Hepatitis (established 2006)

• The Plan of Action for the Prevention, 
Care and Treatment of Viral Hepatitis was 
developed and launched in October 2014 
along with the start of the national 
treatment programme using SOF 



“Minister of Health: Success of negotiations to provide 
new HCV treatment at USD 300 per box per month”

Al-Masry Al-Youm, 12 March 2014



“Arrival of 300,000 doses of the American HCV drug 
starting from August”

Al-Masri Al-Youm, 22 April 2014

“A consultative committee will be established to determine 

how priority cases will be selected. Committee will start with 

most needy patients who suffer complete liver fibrosis, and 

those amount to 15% of patients. Sources stressed that there 

will be no room for cronyism or favouritism.”



MOH: Imported Sovaldi available 
in pharmacies next Saturday for 
EGP 14,940 (USD 2,100). 

MOH Pharmacy Sector: 1000 
bottles will be marketed, and 
dispensed according to the HCV 
treatment centres protocol.

Al-Youm Al-Sabae, 24 February 
2015

Gilead’s agent in Egypt says that Sovaldi
will only be dispensed with a prescription 
from a hepatologist, whom they will 
contact to verify the patient’s case and 
necessary dose.



“Ministry of Health starts identifying priority HCV 
cases for treatment with the American drug”

Al-Masry Al-Youm, 26 April 2014



Patient Online Registration 

http://www.nccvh.org.eg/



Patient Online Registration 

- National ID number
- Name as in ID card
- Mother’s first name
- Governorate of 

residence
- Mobile number

http://www.nccvh.org.eg/index.php/reservation



In the meantime…

• The Egyptian Patent Office (EGYPO) was examining a patent 
application for sofosbuvir

Source: Medspal



Sofosbuvir patent application

• Egyptian Patent Office rejected the 
application

• Lack of novelty and inventiveness

(SOF processes and intermediates: 
Rejected, Application no. EG2011001955)

• Application of high patentability standards 
and rigorous internal examination 
procedures at the Egyptian Patent Office 

https://cairocontra.com/menna-el-kotamy-the-hero-who-changed-the-future-of-
hepatitis-c-in-egypt-2/
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“No sofosbuvir patent in Egypt, but Gilead deal still expensive”

TWN Info Service on Health Issues, 10 April 2014



“Today is the deadline for the 
protection [response period] 
of the HCV drug”

Al-Ahram, 8 May 2014



Patent situation of DAAs in Egypt

• Sofosbuvir: processes and intermediates: Rejected, under appeal 
(Application no. EG2011001955)

• Daclatasvir: DAC crystalline forms: Rejected - under appeal 
(EG20100177)

• Ledipasvir: No patent application found

• Early 2019, there were 40 generic versions of SOF and 11 of DCV, 
according to the Egyptian Drug Authority (EDA) website



Effect of generic competition on prices

Sofosbuvir

•40 generics are registered (EDA database, 2019)

•Gilead’s Sovaldi® price for the public: EGP 14,940 
(USD 839)

•Generic prices: EGP 900 (USD 51) to EGP 2670 
(USD150) per box 

•Generics reached 6% of innovator’s price for the 
public



Effect of generic competition on prices

Daclatasvir

•11 Generics are registered (EDA database, 2019)

•BMS  price: EGP 8000 (USD 449)

•Generics: EGP 90 (USD 5.1) to EGP 200 (USD 
11.2)



Effect of generic competition on prices

Sofosbuvir/Ledipasvir

•15 registered generic products (EDA database, 2019)

•Gilead’s Harvoni: EGP 19,965 (USD 1,122) 

•Generics: EGP 1,100 (USD 62) to EGP 1,500 (USD 84)



Rapid treatment scale-up

• Since 2014, 1.8 million patients were successfully treated

• Comprehensive national testing and treatment, using nationwide 
treatment facilities

• Absence of patent protection led to domestic production of low-cost 
generic DAAs, supported by fast-track registration

• National protocols were updated in December 2016 for patients with 
relapse and treatment failure. 

• Current protocols: DCV, D/O/P/r, SMV, SOF, SOF/DCV and SOF/LDV.
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Rapid treatment scale-up

30,000 patients receiving DAAs

700,000 patients

1.5 million patients received DAAs 

(cumulative) 
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In 2014

By 2016

By 2017
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Access for non-Egyptians



National screening campaign

• National screening campaign for NCDs 
and hepatitis C

• Started end of 2018

• 50 million screened in 7 months

• Total budget: USD 530 million by the 
World Bank



Creative approaches…

• Political will: Ministry of Health and National Committee for the 
Control of Viral Hepatitis established

• Online registration of patients: community response

• High patentability criteria and rigorous examination at the Egyptian 
Patent Office 

• Egyptian Drug Authority: fast track registration

• Generic industry: commitment and engagement, competition led to 
price reduction

• Civil society and academia: research and advocacy



Thank you…
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