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MSF's patent information needs

• MSF traditionally procuring quality generic 
medicines at best possible price

• Patent information needs began in relation to 
HIV/AIDS medicines

• MSF currently providing antiretroviral treatment 
to more than 100,000 patients in over 30 countries

• 85% of ARVs MSF buys are generics
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MSF patent landscaping

• Identifies basic patents covering essential medicines procured by 
MSF in a selected number of countries

• Points out at difficulties in getting access to patent information
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MSF patent landscaping (con't)
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MSF patent landscaping (con't)
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Why is information on medicines 
patents needed?

• Patented medicines generally more expensive than 
generic medicines

• Patenting of medicines increasing worldwide with 
TRIPS implementation

• International procurement organizations 
(UNICEF, IDA, GFATM, NGOs) need to know 
where generic medicines can be sourced and 
supplied
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Effects of generic competition
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Prices decrease as competition 
increases
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Impact of 2nd line :
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Difficulties to obtain patent 
information

• International patent databases do not include all 
developing countries

• Lack of electronic searchable databases in some 
developing countries

• Need to check legal status and payment of annual 
fees at national level

• Translation issues in some countries
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• FDC- fixed dose combination, 2 or 3 drugs in one pill
• In most countries MSF uses 3-in-1 FDC: d4T/3TC/NVP
• Benefits of using FDC

– Improves adherence: simple to take, must take all 3 meds
– Low price (less than USD 100 per patient per year)

• No 3-in-1 FDC in China so far—why?
– Exclusive rights on 3TC3TC

• No product patent, but 
• A group of process patents
• Several kind of other regulatory exclusive rights (administrative protection, 

new drug protection, data exclusivity) which expired end of 2006
– Blocked local production, generic registration and importation
– 2007: GSK statement that process patents still valid "extend to all finished 

products of lamivudine"

Patents on lamivudine (3TC) and 
access problems to FDC in China
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What kind of patent information is 
needed?

• Which patents constitute a barrier to generic 
competition? (i.e. related to the active ingredient, 
an essential manufacturing process, an improved 
formulation, a combination, etc.)

• In which countries have patent applications been 
applied? Patents effectively granted?

• Which patent applications have been opposed, 
amended, rejected or revoked? (legal status needs 
to be updated regularly)
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Patent oppositions in India

Application 
withdrawn

INP+13/07/06
Kolkata

GSKAbacavir 

PendingUPNP+ / INP+13/ 07/06
Delhi

GSKAmprenavir

Rejected, appeal 
on-going

Cancer Patient 
AID Association

26/09/05
Chennai

NovartisImatinib mesylate

Reduced to 
process claims

DNP+ & INP+ 09/05/06
Delhi

Gilead science Tenofovir
Disoproxil
Fumarate

PendingPWN & INP+09/05/06
Delhi

BINevaripine 
Hemihydrate
(syrup)

Application 
withdrawn

MNP+/INP+30/03/06,
Kolkata

GSKLamivudine +
Zidovudine

StatusSignatoriesDate & place of 
opposition

Patent holder.Name of Medicine
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Patent oppositions in India (2)

Deemed 
abandonned

KNP+ & INP+27/07/06
Chennai

Novartis Atazanavir

PendingDNP+ & INP+07/09/06
Mumbai

AbbottRitonavir 

Deemed 
abandonned

DNP+ & INP+04/08/06
Mumbai

AbbottLopinavir/Ritona
vir (Soft Gel)

PendingDNP+, NMP+ & 
INP+

04/08/06
Mumbai

AbbottLopinavir

Granted, appeal 
expected

TNP+ & INP+27/07/06
Chennai

RocheValgancyclovir 

PendingDNP+ & INP+ 05/09/06
Delhi

Gilead scienceTenofovir
Disoproxil

PendingDNP+02/02/07BMSEfavirenz

StatusSignatoriesDate & Place of 
opposition

Patent holderName of 
medicine
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Public policy concerns

• Patents presumed valid until challenged
• Push for harmonisation of patentability criteria 

beyond TRIPS minimum standards
• Patents related to new forms of known compounds, 

new formulations, combination of known 
compounds used to extend monopoly rights

• Patents as obstacles to follow-on research & 
innovation

• No significant increase of R&D for neglected 
diseases despite TRIPS implementation
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Fatal Imbalance

• 1975-1999: 1,393 new chemical entities marketed

• Only 1% of new drugs developed are for neglected diseases

• 1999-2004: + 163 NCEs, + 3 new drugs for neglected diseases

Tropical diseases: 15

Tuberculosis: 4

Trouiller et al., Lancet 2002, 359:2188-94; updated figures: Torreele, Chirac 2005

11.4% of total disease burden
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• “There is no evidence that the 
implementation of the TRIPS 
agreement in developing countries 
will significantly boost R&D in 
pharmaceuticals on Type II and 
particularly Type III diseases. 
Insufficient market incentives are 
the decisive factor.”

WHO Commission on Intellectual Property, Innovation and 
Public Health, April 2006

Bad Bargain?
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Conclusions

• Need for a patent landscaping on essential 
medicines:
– identifying major patents in developing countries, in 

particular countries with pharmaceutical manufacturing 
capacity

– including updated data on legal status & challenges
– acknowledging the diversity of national patent 

legislations
– providing technical advice on mechanisms to overcome 

patent barriers (oppositions and challenges, exceptions 
to exclusive rights, voluntary & compulsory licensing, 
patent pools, etc)


