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Hepatitis C : Public Health Issue




Guiding Principles




Key Challenges In Access

 Patent barriers
e Affordability



Government Use License

e “Public non-commercial use”

 Government right (government agency, department or
contractor) to use patent in the public interest without
the consent of the patent holder.

* Fast-tracker approach

* No need prior negotiation with patent holder

* Payment of “Adequate Remuneration” to patent holder

Sangeeta Shashikant, TWN



Malaysian Journey




Sources of the map: http://www.i-mak.org ; https://www.patentoppositions.org/en/drugs/sofosbuvir ; http://www.medspal.org/?keywords=sofosbuvir



The Implementation Process




Challenges:

= Meetings with Patent holder /Representatives of the U.S government /
Chamber of Commerce [ 2 Oct 2017 - 18 July 2019 ]

American-Malaysia Chamber of Commerce
(AMCHAM)

US Chamber of Commerce, Global
Innovation Policy Center

White House Coordinator for Intellectual
Patent Holder US Embassy Property

Hon. Prime Minister . .
o Hon. Minister of Health , _ _
Hon. Minister of Health Hon. Minister MIT] Office of the US Intellectual Property

Hon. Deputy Minister of Health DG of Health Enforcement Coordinator
Hon. Minister DTCA |

Hon. Deputy Minister MEA



Challenges: Trade-related (301 Report)




NGQOs Support letter to Malaysia




MSF Support letter to Malaysia




HCV and DNDI: Malaysian experience

MALAY MAIL Friday April 13,2018

M’sian trials
lead to vastly
cheaper
hepatitis C
drugs

PETALING JAYA — Treatment
for hepatitis C used to cost nearly
RM120,000 for a 12-week course,
but now can be done for less than
RM2,000 — a drop of more than
98 per cent — thanks to trials of an
experimental drug in Malaysia.

Non-profit research and
development organisation Drugs for
Neglected Diseases initiative (DNDi)
presented the result of its combination
treatment, which yields cure rates as
high as 97 per cent and would benefit
millions of people, at the International
Liver Conference in Paris.

“The results indicate that the
sofosbuvir/ravidasvir combination is
comparable to the very best hepatitis
C therapies available today, but it is
priced affordably and could allow
an alternative option in countries
excluded  from  pharmaceutical
company access programmes,” said
its executive director Dr Bernard
Pecoul in a statement on its website
yesterday.




Starown:

NGOs laud ministry’s efforts as a win for public health

NATION

Tuesday, 20 Mar 2018

PETALING JAYA: NGOs are happy that patients can now be cured of Hepatitis C after the
Government issued a compulsory licence to gain access to the effective drug.

Third World Network (TWN) programmes director Chee Yoke Ling said it welcomed this long-
awaited day when Malaysians who needed affordable Hepatitis C treatment could finally be cured.

She said the great efforts of the Health Ministry over several years had achieved a victory for public
health.

“Malaysia is now able to buy generic sofosbuvir at one of the lowest prices in the world.

“We call on the Government to provide sufficient budget to scale up treatment so that everyone who

neede it will et it” 2aid Chee vesterdav



Thank you



