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Patents and HIV/AIDS
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MEDICINES - Not SO IOng ago

e 40 Mio HIV+ / 95% Iin developing world

 High price of ART was accepted by most
as written in stone

e ART seen as not feasible / cost effective for
POOr countries

* No significant,voluntaryprice reductions
from the pharmaceutical industry
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Globalisation of patent rules

« WTO TRIPS Agreement (Trade related aspects
of intellectual property rights)

 Minimum standards of protection of intellectual
property rights

e 20 years patent term

» Obligation for countries to implement or amend
patent legislationn1996 — 2005 — 2015)



----------- - 21 new drugs for AIDS
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But needs of adults and children living in devehapl
countries neglected

« Diagnostics not
adapted to settings

* Drugs not adapted to
health systems of
endemic countries

 No treatment
adapted to children




i . .
- Poor diagnostics:

—Microscopy
diagnoses 45-60% of
all TB cases

—Even less in HIV
co-infection

—Culture too complex
for most settings

- Old drugs:
: —Streptomycin: 1944
\ —Isoniazid 1952
—Rifampicin 1965
—Ethambutol 1968
—Pyrazinamide 1970

—Bad vaccine
_—
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Changes in Prices for Fluconazole in
Thalland, after introduction of
competition in 1998
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O_
Exclusive Marketing Rights After 9 months of
Competition






Doha Declaration 2001

o “we affirm that the [TRIPS] Agreement can
and should be interpreted and implemented
In a manner supportive of WTO Members'
right to protect public health and, In
particular,to promote access to medicines
for all”.

 Compulsory Licensing / Government Use






Doha undermined

e Countries reluctant to make use of the
flexibilities

* Countries w/o local production can hardly
use compulsory licenses

 The new strategy: ‘TRIPS plus’ provisions
In bilateral and regional trade agreements
with the US



India since 2005

 India is critical
generic producer for
developing world

e Since Jan 2005 grar
product patents for
medicines

 Malilbox patents
1995-2005



The World Post 2005




India 2006: What Is
happening?

« All new live saving drugs, diagnostics and vacciiles
to be patented

e Mailbox system since 1995:

— Many 2nd line ARVs and some older combinations, e.g
AZT/3TC (Combivir®), tenofovir, lopinavir/ritonavir
(Kaletra®), nevirapine syrup, imatinib mesyylatdd€vec®)

— Pre-grant opposition to prevent patenting
— Automatic licensing for those already on market

e Possible impact on Indian pharmaceutical market






Need for New drugs

* Inthe MSF Project in Kayelitsha / South Africa,
17,4% need second line regimen after four years

T X36 - $5 229
X112 - $1 700
$144
1st line (Low Income Countries) 2znd line (Low Income Countries) 2nd line (Middle income

countries)



The New LPV/r

4 Tablets/ Day
 No Food Restrictions
e No Cold Chain Needed

 Not marketed in Africa
e 10000 $/ Yearin USA

e Patent Issues in India > no
generics available






LPV/r continued...

e $ 500 for Africa and
LDCs

e $2 300 DCs outside
Africa

e Import through special
authorisation

* Not registered anywhere
* Not marketed anywhere

e Patent Issues in India > no
generics available



Novartis vs India 1

« May 2006: Patent
rejected by Chennai
Patent Office

o only new form of a
known substance*

e December 2006: two
cases at Chennal High
Court



Novartis vs India 2

e Challenge Decision to
stop generic
production and reverse
precedent

* Challenge Section 3(d)
of Indian Patent Law

« Conseguences for
future of generic
production in India



Join the Campaign!

 Check (Email!)
e Check (Petition!)



Thanks |

Tobias.luppe@berlin.msf.org

http://www.accessmed-msf.org



