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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

e 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

Doss W; Hermez J; Atta H; Jabbour J. Towards a hepatitis-free Egypt: is this achievable? East Mediterr Health J. 2018;24(7):609-610. https://doi.org/10.26719/2018.24.7.609
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Ministry of Health and Population. 2014. Plan of Action for Prevention, Care and Treatment of Viral Hepatitis, Egypt 2014-2018.

Polaris Observatory HCV Collaborators. Global prevalence and genotype distribution of hepatitis C virus infection in 2015: a modelling study. Lancet Gastroenterology and Hepatology
2017;2(3):161-76.

Esmat, Gamal. 8 June2015. Situation of HCV in Egypt: Towards an End to HCV Epidemic. Presentation delivered at First National Hepatitis Focal Points Meeting, EMRO, 8-9 June 2015



http://applications.emro.who.int/emhj/v19/07/EMHJ_2013_19_7_587_588.pdf?ua=1

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)

Esmat, G. Hepatitis C in the Eastern Mediterranean Region. Eastern Mediterranean Health Journal, 2013, 19(7). Available at: http://www. emro.who.int/emhj-vol-19-2013/7/editorial-
hepatitis-c-in-the-eastern-mediterranean-region.html
Ministry of Health and Population, El-Zanaty and Associates, and ICF International. 2015. Egypt Health Issues Survey 2015. Available at: https://dhsprogram.com/pubs/pdf/FR313/FR313.pdf



https://dhsprogram.com/pubs/pdf/FR313/FR313.pdf

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 icensing flexibility under the TRIPS Agreement and
Egyptian law.”

Al-Youm Al-Sabea, 9 December 2013
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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 rlghts by the producing companles which would be
difficult to overcome.

Al-Youm Al-Sabea, 5 February 2014
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Civil society...

Invitation to a roundtable discussion:
Towards making av@@blé a new hepatitis C medicine from a

right to MediCing PGP iy & oo v s s As i o s Bl spaatigest

4 Fe b ru a ry 20 14 Egyptian Initiative for Personal Rights <eipr@eipr.org>

Tao: EIPR Mailing List <mailing-list@eipr.org=
Bec: staffi@eipr.org

Groups represented:
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Civil society...

e Research and advocacy

RCV Treatment in Egypt

Why cost remains a challenge?

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

Plan of Action for the Prevention,
Care & Treatment of Viral Hepatitis,
Egypt

2014-2018




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

Al-Masri Al-Youm, 22 April 2014
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“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.”
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MOH: Imported Sovaldi available

in pharmacies next Saturday for dla 08 g .88 38 pa 58 g g Uik g Lgd g (3) pually
EGP 14,940 (USD 2,100). el e e

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

Al-Youm Al-Sabae, 24 February
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“Ministry of Health starts identifying priority HCV
cases for treatment with the American drug”

Al-Masry Al-Youm, 26 April 2014
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Patient Online Registration
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Patient Online Registration
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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 Menna El-Kotamy: The Hero Who

Changed The Future Of Hepatitis C In

application e
* 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/



https://cairocontra.com/menna-el-kotamy-the-hero-who-changed-the-future-of-hepatitis-c-in-egypt-2/

“No sofosbuvir patent in Egypt, but Gilead deal still expensive”
TWN Info Service on Health Issues, 10 April 2014
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TWN Info Service on Health Issues (Aprig4/o02)
10 April 2014
Third World Network

No sofosbuvir patent in Egypt, but Gilead deal still expensive

Cairo, 8 April (Heba Wanis*) — Preliminary examination of the patent application on sofosbuvir, a
major hepatitis C medicine, at the Egyptian Patent Office showed that it is unlikely to be patented.

The examination revealed that the “invention” does not satisfy the novelty and inventiveness criteria to
be granted a patent. The final decision of Egyptian Patent Office has not been issued vet; however, it is
clear that sofosbuvir will not be patented in Egypt. In the meantime, the Ministry of Health agreed with
Gilead Sciences Inc., the US-based multinational pharmaceutical company, to pay $300 per bottle per
month to purchase sofosbuvir for its national HCV treatment programme.

Gilead has filed an application at the Egyptian Patent Office to patent its product for treatment of
hepatitis C virus (HCV), sofosbuvir, an oral direct acting antiviral (DAA). According to sources at the
Egyptian Patent Office, sofosbuvir “is not new” and does not merit patent protection. Gilead has been
notified of the result of the examination, but has not responded yet to the patent office
communication.



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

Al-Ahram, 8 May 2014
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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

e 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.

WHO. 2018. Progress Report on Access to Hepatitis C Treatment: Focus on Overcoming Barriers in Low and Middle-Income Countries. March 2018. Available at:
https://apps.who.int/iris/bitstream/handle/10665/260445/WHO-CDS-HIV-18.4-eng.pdf;jsessionid=CDABOEA39FOF28A0877C8289CF63D4A7?sequence=1



https://apps.who.int/iris/bitstream/handle/10665/260445/WHO-CDS-HIV-18.4-eng.pdf;jsessionid=CDAB0EA39F0F28A0877C8289CF63D4A7?sequence=1

Rapid treatment scale-up

In2014 =) 30,000 patients receiving DAAs

By 2016 mmmsmm) 700,000 patients

By 2017 mmmss) 1.5 million patients received DAAs

(cumulative)

WHO. 2018. Progress Report on Access to Hepatitis C Treatment: Focus on Overcoming Barriers in Low and Middle-Income Countries. March 2018. Available at:
https://apps.who.int/iris/bitstream/handle/10665/260445/WHO-CDS-HIV-18.4-eng.pdf;jsessionid=CDABOEA39FOF28A0877C8289CF63D4A7?sequence=1



https://apps.who.int/iris/bitstream/handle/10665/260445/WHO-CDS-HIV-18.4-eng.pdf;jsessionid=CDAB0EA39F0F28A0877C8289CF63D4A7?sequence=1
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n Tour n’ Cure: Egypt to Increase Tourism hy
Inviting Hepatitis C Patients to Receive
8 Affordable Treatment

Access for non-Egyptians

EGYPTIAN STREETS
FEBRUARY 16, 2017

Tour n' Cure: Egypt launches medical tourism
campaign to eradicate hepatitis C
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Vis Tour n” Cure on Faceboock

Egypt is planning to increase the influx of tourists through a new method: Tour
n’ Cure. The Egyptian government will be providing Hepatitis C patients all over
the world the opportunity to receive an effective treatment package at
reasonable prices.

Monique El-Faizy m
With the highest rate of hepatitis C globally, Egypt has developed an expertise in treating it. Now it The initiative is organized by Egypt's Health, Tourism and Aviation Ministries.
is looking to share its know-how, as well as locally produced low-cost drugs, with foreigners having With about 96 percent recovery rate from Hepatitis C, Egypt leads the world in

trouble getting treatment at home. the alobal cure rate



National screening campaign

* National screening campaign for NCDs
and hepatitis C

e Started end of 2018
50 million screened in 7 months

* Total budget: USD 530 million by the
World Bank

) World Health
“\Q%j Organization

o

Hepatitis

Egypt: 35 million people receive hepatitis C
test

30 March 2019 — Egypt screened 35 million people for hepatitis C virus
(HCV) between October 2018 and March 2019, in a national campaign o
supercharge the response o viral hepabiés

The Egyptian Ministry of Heaith and Population aims lo reach 45-52
million Egyplians in 3 phases by April 2019, largeling 27 governorales
(administrative districts). Those with confirmed positive tes! results are
linked to free treatment and care through public hospitals - Since 2014
the government has been able lo provide free treatment to 88% of all
patients



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

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

* Civil society and academia: research and advocacy



Thank you... o Aussi bien, mais
bien moins cher.

Demandez des génériques Mepha
4 votre médecin ou a votre pharmacien.

Heba Wanis
Third World Network

h.wanis@gmail.com

Geneva city centre, 2012



