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Brazilian Context

 Health system: universal access; 

 Constitutional concept of "health" as global welfare -

citizen's right and duty of  State - Structured 

Programs (HIV / AIDS, hepatitis ,...)

 HIV/Aids Universal access law - 1996 –

centralized procurement – MoH (only buyer)

- budget 2008 = US$ 640 million

 Until 2010 - 200.000 people on ART



Brazilian Context

● Fundamental human right 

● Incorporation into domestic law: the 
obligation to grant patents for medicines –
TRIPS

● Obligation of countries to accept the granting 
of patents for pharmaceutical products and 
its processes.



Health Sector Participation

 National level:

- involvement of the health sector in the 

analysis of the applications of pharmaceutical 

products and processes - the prior consent of 

ANVISA; 

- Active participation in the Interministerial 

Group of Intellectual Property - GIPI

- Health sector at international meetings (Brazil 

and India – WHO and IBSA - WIPO).



International context

 Global Strategy and plan of action on public health, innovation 
and intellectual property.

- WHO’s mandate.

- Priorities that we can work together.

 Counterfeit

- We want to talk about the sanitary aspects in WHO.

 Both: important to be discussed with a public health 
perspective, impact and objectives.

 The importance of a health perspective not only in WHO –
WIPO (flexibilities, MDGs, etc), WTO (30th August Decl).



Nationally: Pre-grant and post grant 
measures

 Which measures we are talking about?

 What is their impact for the health sector?



Brazilian Law (9.279/96) – Previous 
Consent

Art. 229-C. The granting of patents for pharmaceutical 
products and processes depend on the prior consent 

of the National Agency for Sanitary Surveillance -
ANVISA.

 Maximum 120 days to analyze. 4% not granted

 It’s not a linkage.

 Pre-grant measure.

 Some cases:

- Valcyte: no novelty; Ritonavir: no novelty;
Taxotere: process to product



Possible consequences for public health of a 
frivolous patent

● Restriction of access to medicines.
● Improper payment of royalties.
● Abuse of the exclusive exploration of the subject of

the patent.
● Undue protection for inventions that do not have the

patentability criteria.
● Suggestion: IBSA using the guidelines for the

examination of pharmaceutical patents or/and an
opposition database.

http: ictsd.org/i/publications/11393/



IP and health

 Why people from health is so interested in IP 

aspects?

 33.000 – 35.000 new cases of Aids/year.

 Study: Technical, legal and economical 

aspects. UNDP and STD,HIV, Hepatites 

Programme.



1980 - 1994

1995 - 1999

2000 - 2004

2005 - 2009

Cities with at least 1 case of 
aids. Brazil, 1990 – 2009



Access and prices.

● Many prices in other countries are still lower than 

Brazil negotiates. 

● IP as an element of price definition. 

● Necessary use of the flexibilities. 

● The important role of Judiciary .

● Competition law. 

● Opposition: as in the Tenofovir case (the role of civil 

society in Brazil and in India for example. ).



Proportion - Expenditure 

with ARV, 2008





Efavirenz

 75,000 patients (2007) to  90,000 patients (2009)

 Long negotiation process – price stable since

2003 - US$ 1,59/tb
– Thailand – 1,2% prevalence 

 17,000 patients – US$ 0,67/tb

 Annual cost - from US$ 580.00 to US$166.36

 Estimated “savings” until 2012 - US$ 237 millions

Saving $ 30 million / year.

 A clear example of the relationship between Patent - Price -
Access.

 National production in 2009



Efavirenz Case

 Portaria 886, April 24th  2007 - Public Interest

 Decree No. 6108 of 4 May 2007 - granted 
compulsory license for public interest, patents 
relating to Efavirenz, for public non-commercial 
use;

 Duration (5 years) and the possibility of extension 
(5 years) ;

 Patent holder – remuneration (1,5%);

 Patent holder must provide the necessary and 
sufficient information for the reproduction of the 
object;





Tenofovir

 1st line ARV – increase fastly - 47,000 patients 
(2009)

 Patent deposited in Brazil in1995

 Opposition

 MoH declared it of public interest in April 2008

 Brazilian Patent Office does not grant the patent 
(2009)

 HIV/Aids and hepatitis B. 

- Brazil – US$ 3.25/tb = US$ 1,186/yr
– Thailand – US$ 1,24/tb = US$ 454/yr

 CIPLA- prequalified

 Not granted in India to.



Challenges for price negotiation 2009
TDF = US$ 42 millions = 14,7% budget imported ARV



Technological Network on HIV/AIDS: 
http://www.aidstechnet.org/

 Argentina, Brazil, China, Cuba, Nigeria, Russia, 

Thailand, Ukraine.

 Production of anti-retroviral medicines and other 

medicines for treatment and prevention of 

opportunistic infections, aiming at the universal 

access, price reduction and the effective and rational 

use of generic medicines. 

 IP elements. 

 India participate in the first meeting. 



R&D Transfer of Technology

 Cuba.

-Pegylated Interferon 

 Mozambique

-Capacity building and manufacturing.

Fiocruz and MoH

 H1N1 vaccine

 Atazanavir, darunavir etc.



Challenges for all of us

 Expand access to fair prices 

 Use of the flexibilities provided by the declaration of 

the Doha on TRIPS and Public Health.

 WHA 2010 – Global Strategy on Innovation, Public 

Health and Intellectual Property – implementation...

 The need for cooperation and exchange of 

information among the developing countries.

 Transfer of technology.



Mind the Gap!





Thank you!

Email: juliana.vallini@aids.gov.br
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