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Roche grants Tamiflu sub-license to India’s Hetero Drugs to make flu
medicine for India and developing countries

Roche today announced that it has granted a sub-license to the Indian company Hetero Drugs for
the production of oseltamivir (Tamiflu), a3 part of continued efforts to Incrense and speed up
availability of the medicine for influenza pandemic planning world wide. The agreement with
Hetero is focused on providing oseltamivir for government pandemic use and will have an
immediste effect on the availability in India and developing countries = both directly and through
funther sgreements with local companies,

David Reddy, Roche's Pandemic Taskforce Leader, commented: "As a result of a period of intense
production planning, we are pleased to ennounce the partnership with Hetero Drugs as the latest
step in our scale-up efforts to meet the needs of governments in preparing for the potential public
health threat posed by avian influenza. This is another demonstration of Roche’s commitment ta
working as a collaborative and responsible partner with governments and the World Health
Organization (WHO) to assist In pandemic planning”,

Whilst Roche remaing on schedule to meet the current orders received from over 50 governments,
the collaboration with Hetero will enhance the supply of oseltamivir in some of the world's
poorest countries, resulting in estlier than anticipated delivery timelines and more capacity for
further orders, Hetero is the fist company that was identified to be able tc speed up egreed
delivery timelines in the first half of 2006. Following two and a helf yesrs of werk, Hetero recently
received approval to manufacture the medicine, have demonstrated that they meet the criteria
which Roche defined in terms of technical sbility, capacity and the speed of bringing that capacity
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With this agreement, Hetero Is respecting Roche's and Gilead's intellectual property on Tamiflu in
Indis, The medicine would never have been invented without strong patent systems in place. The
recognition of intellectual propenty in Indis through this partnership with Hetero therefore is very

significant as it respects the new Indian Patent legislation which came into effect on January 1,
2008.

About pandemic planning

Roche has been working with many governments over the last few years to determine their needs
for stockpiling of Tamiflu and hag received snd/or fulfilled orders from around SO countries.
Roche has slso pledged to donate 3 million treatments to the WHO for use where an influenza
pandemic may start. This amount, based on mathematical modeling, could contain or stop the
spread of a potential pandemic at the source of the outbreak,

Tamiflu {(oseltamivir)

Tamiflu i designed to be active against all clinically relevant influenza viruses and key
international research groups have demonstrated, using animal models of influenza that Tamiflu
is effective againat the evian H5N) strain circulating in the For Bast)?

It works by blocking the action of the neuraminidase (NAI) enzyme on the surface of the virus.
When neuraminidase is inhibited, the virus is not able to spread to and infect other cells in the
body.

Tamiflu delivers;

* 33 percent reduction in the severity of aymptoms'

* 67 percent reduction in secondary complications such as bronchitis, pneumonis and
sinusltis in otherwise heslthy individuals *

s 37 percent reduction in the duration of influenza illness™*

e Tamiflu was shown to provide up to B8 percent overall protective efficacy against clinical
influenza in adults and sdolescents who had been in close contact with influenza-infected
patients*

In children, Tamiflu delivers;
¢ 36 percent reduction in the severity snd durstion of influenza sysnptoms’
& 44 percent reduced incidence of asseciated otitis media as compared to standard care®



Tamiflu was invented by Gilead Sciences and licensed to Roche in 1996, Roche and Gilead
pertnered on clinical development, with Roche leading efforts to produce, register and bring the
product to the markets. Under the terms of the companies’ agreement, smended in November
2005, Gilead participates with Roche in the consideration of sub-licenses for the pandemic supply
of Tamiflu in resource-limited countries, To ensure broader access to Tamiflu for all patients in
need, Gilead has agreed to waive its right to full royalty payments for product scld under these
sub-licenses.

Avian Influenza and Pandemics

Most avian influenza viruses are not infectious to humans, but, should an svian and a human
influenza virus co-infect a human or a pig, the virug straing can join, mutate and create a
completely new virus, which may be transmissible from snimels to humens, and from humans to
humans, Such a strein would be entirely new in compesition, s veccines developed and
administesed to date to protect humans during seasonal epidemics, would be ineffective against
this new strain, leaving the population vulnerable to infection. Expens believe the next influenza
pandemic could result from such s mutation of virus streins.

World Health Organisstion

‘The WHO has recommended as part of its Pandemic Preparedness Plan that countries establish
stockpiles of antiviral treatments such as Tamiflu, which sre effective against sll strains of the
influenza virus. The Pandemic Preparedness Plan, along with detsils of the countries that have
implemented nationsl plans, can be viewed at:
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Roche

Headquartered in Basel, Switzetland, Roche is one of the world’s leading tesearch-focused
heslthcare groups in the fields of pharmaceuticals and disgnostics. As a supplier of innovative
products and services for the early detection, prevention, disgnosis and treatment of disease, the
Group contributes on a broad range of fronts to improving people’s health and quality of life.
Reche is a world leader In disgnoatics, the leading supplier of medicines for cancer and
transplantation and a market leader in virology. In 2004 sales by the Pharmaceuticals Division
totalled 21,7 billion Swiss francs, while the Disgnoatics Division posted sales of 7.8 billion Swiss
francs. Roche employs roughly 65,000 people in 150 countries and has R&D agreements and
strategic alllances with numerous partners, including majority ownership interests in Genentech
and Chugai,

All rradernarks used or mentioned in thig release are legally protected.




Additional information
- About Hetero! ynow heteradmigs.com

- Roche Health Kiosk, Influenza; wwne health- kiosk ch/start grip.him
= About Tamiflu; www,roche.com/med mbtamiflulse,pdf
« About influenza; www, rochecom/med mbinfluenza@Sepdf

- WHO! Global influenze programme; www,who,int/cor/dijease/ind:

- WHO: Avian flu: waew.whadntmediscentre/factshects/ovion influenra/en/
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Roche Group Media Office

Phone: +41-61-688 8888 / e-mail: hasel. medinofhice@roche.com
- Bagchi Darr

- Alexander Klsuser

- Daniel Piller (Head of Roche Group Media Office)
- Katja Prowald (Head of Science Communications)
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