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Open Letter from Global Academics in Support of Proposal to Amend Brazil's Patent Law

to Take Advantage of TRIPS-Compliant Flexibilities

Colleagues:

As many of you may have heard, Brazil has been engaged in a long process of studying patent law reform and in
August 2073 (orginally scheduled far July 70, 2013) will be issuing a major report and propased legisiative refarms.
In sum, as detailed below in (1) an_open letter and (2] its attached briel technical review which has the text of the
proposed bill as an annex, Brazil is seeking to incorporate lawful TRIPS Rexibilities, into its patent law including:
eliminating patent term extensions and data exclusivity, restricting patents an new farms and new uses and tightening
the the inventive step requirement (following the India example), adopting a government use procedures, and
clarifying the role that ANVISA, its drig regulatory agency, plays in the patent examination system.

Add comments

Support Brazil

Full Name




Brief Technical Review of Brazil's Proposed Patent Law Reforms
Limiting patent terms to 20 years with no extensions Is TRIPS compliant:

Anticle 2oL BULNA, HR. 5402/2013 limits patents to 20-year terms by revoking Article 40 of Law
ne. 92790 of 14 May 19961 Ariscle 33 of the YRIPS Agreement merely requires that “The term of
protection available shall not end before the expiration of 2 period of twenty years counted from
the filing date® There is no requirement in TRIPS that there be patent term extenstons to
compensate for regulatory delays either in the granting of a patent or in the registration/marketing

approval of a medicine. [n fact, the term of 20 years was adopted in substantial part to compensate
for customary periods of regulatory delay. Accordingly, Article 40 of the current Patent Law, which
grants patent protection heyond 20 years whenever the date of granting a3 patent exceeds 10 years,
a5 properly be revoked.

As explained n the Report, a patent applicant (n Brazil has an expectation of eventual patent grant
and a nght to seek retroactive damages from persons who Infringe the pencing patent once a
patent has been granted. Thus, in a practical sense, patent applicants have de facto exclusive rights
even during periods of defay. Admittedly, the Brazilian Patent Office should develop more capacity
so that it may reduce its patent application bacicdog’ and Increase the quality of issued patents,
where warranted, on 2 more reasonable time table’ Despite its current delays and stretched
capacity, TRIPS does not require patent term extensions such as those m Article 40 of Orazil's
Patent Act.

Disallowing patents on new uses or new forms of existing medicines is TRIPS compliant:

Aticle Lol BNG, R 5402/2013, secks to amend the Patent Law to add Artiche 10.X and X1 in the
following way:

Art. 10, [The following are not considered to he invertions or utility models)
X - any new property or new use of 3 known substance, or the mere use of a known
pro:us. unless this known pmoess results in a new pmduct

For the purposes of this Article, salts, esters, ethers, pelymorphs, metabolites, pure
form, size of particles, Isomers, mixtures of isomers, complexes, combinations and
other derivatives of a known substance shall be considered the same substance,
unless they significantly differ in terms of properties regarding efficacy.

' The tetm shad not be less than 10 (1en] years for patonts and 7 [seven] yoars for a c1ity madel, begissing en
the date of grastieg, srless the NPIhas been prevented from examining the merits of the apphcaton by a groven
pending jedicnl dispute or for reasons of force majfeure.”
“ The TRIPS Agreement Article 62.2 does fequive some reasonitie degrec of timeliness in rendering patent
decision:
Whete the aceulsition of an sedlectual property (ght o subject ta the right beng granted of rogisteres,
Members shall eadore that the arocedures far grant oe regatration, scbject 1o compiance with the
substantive cenditions 1or aLquintion of the tight, permit the granting Of registration of the rght withe a
reasonable period of tise 50 25 10 Mol unwarranted cuntalment of the period of protecton,
' 1t should also be 2oted that Selays (o result Fram apglicant behavior, such 25 agpressive seehing of patents of
£00¢ Suably, which requive lengthy review and sdrrowing n the sgplitetion proteis.

This provision mircors one that has been in place in India for eight years, and that has been upheld
against challenge by the muitinatioral pharmaceutical industry in Indian courts. The stated

purpose of these provisions is to prevent the pracice of gyprgreeningathe granting of new 20-year
patent monopolies on the hasis of minor or trivial changes to a knnwn substance or on the basis of

easily discovered new uses of existing substances, The *efficacy” standard suggests that there may
be an inventive step worth patenting if the product shows significant or dramatic improvement in
therapeutic efficacy.

Article 27.1 sets for the basic standards of patentability under TRIPS: *[Elatents shall be available
for any imventions, whether products or processes, in all fields of techrology, provided that they are
new, invelve an inventive step and are capable of industria! application (emphasis added).”

The terms new, inventive step and incustrial application are net further defined and Members are
granted substantial intecpretive freedom to adopt Jocse or strict standards of patentability
according to their own needs and crcumstances, subject only to meeting the treaty’s minimum
requirements. [ndeed there is substantial variation in precise patenting standards hetween Europe,
the U.S. and other W70 Members, and many countries overtly limit the scope of patentability tn
various ways. [See, for example, the recent US Supreme Court case, Association for Molecular
Patholagy v. Myriad Gemetics (2013), which held that US law forbids patents on genes.). Members'
interpretive freedom is expressly set forth in Article 1.1 of the TRIPS Agreement, wiich states that:
“Members shall be free to determine the appropriate method of Implementing the provisions of this
Agn:emem wllhm their own lepl systcm and pnmc:

memmwmmmmm These provisions
were further amplified by the Deha Declaration oz the TRIPS Agreement and Public Health, which
confirmed that Members 1o priaritize public health and access to medicines for all:

4. We agree that the TRIPS Agreement does not and should not prevent members from
taking measures to protect public health, Accordingly, while reiterating our commitment to
the TRIPS Agreement, we affirm that the Agreement can and should be interpreted and
implemented in a manner supportive of W70 members' right to protect public health and,
in particular, to promote access to medicines for all, '

Uwhether Searl mtends that this provisien incargeeates the Indien reui that thefe be enbanced
heradpeutik eMicacy in the treatment & preventien of humae disease is uncar, but the Novartis v. Goversment of
s deciben by the Supreme Court of ndia has been feferenced favorably i the resert

<

The pretection and elorcement of imelectull progenty rights shoukd contribiute te the promotion of
technological innovation and 10 the tracaler and disdemination of techeciogy, 10 the sutual sdvastage ¢f
preducers and wiers of techadiogical tnowlodge and is a manner conducive 10 social and economy welfare,
and 16 a Balance of nghts and obigatioss.

1. Members miy, In formulating o asending their lews and tegalations, adopt medsures necessiry to pratect
pulde health and nuthtion, 4nd Lo promete the public Interest is sectees of vital imporiasce to thidr wedo-
oLosomi and techaological devidopment, provided that such seasures dre comilstent with the pravaions ef
this Apreement,

L. ADproprate measures, provided that they ate constient with the provisiees of this Agreement, may be
needed 10 srevent the abuse of intelectual property rghts by right holSers o the feson 1o gLt aiidy
unfeasonably restzain tade of adwersely alfect the international transfer of technakgy.

" WT/SUBIOL|/DEC/Z, avallable st http:/ www wio ergfenglish/thewto efminiit e/mindl e/missed ips e hm.




Civil Society Statement in Support of Brazilian Patent Law Reform
to Increase Access to Medicines for All
July 15,2013

This is a joint letter from civil society and advocacy organizations that work on access to
medicines, intellectual property and trade policy, human rights, and other social/economic
justice issues from around the world. We are writing to support proposed changes to
Brazil's patent law outlined in Brazil’s Patent Reform: Innovation Towards National
Competitiveness and specified in Bill no. H.R. 5402/2013. The public purpose behind the
proposed reform is to use flexibilities allowable under the WTO TRIPS Agreement so that
Brazil can better meet the rights and needs of its people to have increased access to
affordable medicines of assured quality. The reforms should also permit Brazil to become
more self-reliant with respect to domestic manufacture of medicines by preventing or
overcoming patent and data monopoly barriers and allowing more widespread generic
competition. In sum, we think these reforms are essential for Brazil to meet its human
rights obligations, including the right to health and the right of access to medicines.
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“[T]he ability of patent holders to charge for the use of their
patent rights, either in the form of royalties or through end
product prices is constrained by the ability of the country
granting the patent to pay. Poor countries will inevitably pay
proportionately less than wealthy countries for the use of patent
rights.”

-Edmund Kitch (1994)



Lowest Price HIC/AIDS Regime, Reported by MSF

Brand Name Price | Generic Price
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Source: Médecins Sans Frontieres, Untangling the Web of Price Reductions: a Pricing Guide for the Purchase of ARVs for Developing
Countries. Editions 1-9, published 2001 through 2007.
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Figure 1

The shape of the "standard” demand curve
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The shape of the demand curve if based on income distribution
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U.S.

Price if equal to 5% of income by decile
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Norway

Price as equal to 5% of income by decile
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South Africa

Income by Decile
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Profit Maximizing SA

Figure 4.2 Revenue per Quantity Sold (USD)
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Brazil Reform Proposal

No patent extensions
New forms and uses
Inventive step

Avoiding data exclusivity
Pre-grant opposition
ANVISA approval

Govt Use license

TRIPS

* Art 33. 20 year patent

* Art.27. Three Step

e Art. 1,8, 27

e Art. 39.3. “commercial use’
e Art. 41.2. fair & equitable

e Art.1; 27 “discrimination”

e Art.31

)



Article 1.1: “Members shall be free to
determine the appropriate method of
Implementing the provisions of this Agreement
within their own legal system and practice.”



4. \We agree that the TRIPS Agreement does not and should not
prevent members from taking measures to protect public health.
Accordingly, while reiterating our commitment to the TRIPS
Agreement, we affirm that the 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.

Doha Agreement on TRIPS and Public Health



Art 7. The protection and enforcement of intellectual
property rights should contribute to the promotion of
technological innovation and to the transfer and
dissemination of technology, to the mutual advantage of
producers and users of technological knowledge and in a
manner conducive to social and economic welfare, and to
a balance of rights and obligations.

Art. 8. Members may, in formulating or amending their
laws and regulations, adopt measures necessary to protect
public health and nutrition, and to promote the public
Interest In sectors of vital importance to their socio-
economic and technological development, provided that
such measures are consistent with the provisions of this
Agreement.



Brazil Reform Proposal

 Art. 10. [The following are

not inventions:]

X —any new property or
new use of a known
substance, . . . unless this
known process results in a
new product;

XI — new forms of known
substances that do not
result in an improvement in
the known efficacy of the
substance.

TRIPS

“IP]atents shall be available
for any inventions, whether
products or processes, in all
fields of technology,
provided that they are new,
involve an inventive step
and are capable of
industrial application
(emphasis added).
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The Question of Patent Eligible Subject Matter and Evergreening
Practices

y Burcu Kilic and Luigi Palombi on July 27 Add comments

Over the past few years, patent-eligible subject matter has become one of the hotly debated areas of
patentlaw in several countries. Even in the U.S,, the Supreme Court is beginning to express concerns
about overly inclusive patent rules that stifle both competition and follow-on innovation. However,
significant confusion persists over the difference between patent eligible subject matter and
patentability requirements. Patent eligibility tests have proven quite difficult to apply, often leading to
inconsistent and unpredictable results.

Burcu Kilic and Luigi Palombi

An inquiry into the patent examination begins with determining whether a claim is eligible for patenting

and falls into one or more categories listed under patent eligible subject matter. The term patent
eligibility denotes limitations on the categories of subject matter that may be considered for patent protection. This inquiry is different from
and always precedes the question of whether the subject matter meets the patentability criteria of novelty, industrial application and
inventive step.



Brazil Reform Proposal

* The granting of patents for

pharmaceutical products
and processes shall depend
on the prior consent from
the National Sanitary
Agency - ANVISA, that shall
examine the object subject
to the patent application in
light of public health.

TRIPS

* Art27. “patents shall be

available and patent rights
enjoyable without
discrimination as to the
place of invention, the field
of technology and whether
products are imported or
locally produced.”

Canada Pharmaceuticals
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Open Letter from Global Academics in Support of Proposal to Amend Brazil's Patent Law

to Take Advantage of TRIPS-Compliant Flexibilities

Colleagues:

As many of you may have heard, Brazil has been engaged in a long process of studying patent law reform and in
August 2073 (orginally scheduled far July 70, 2013) will be issuing a major report and propased legisiative refarms.
In sum, as detailed below in (1) an_open letter and (2] its attached briel technical review which has the text of the
proposed bill as an annex, Brazil is seeking to incorporate lawful TRIPS Rexibilities, into its patent law including:
eliminating patent term extensions and data exclusivity, restricting patents an new farms and new uses and tightening
the the inventive step requirement (following the India example), adopting a government use procedures, and
clarifying the role that ANVISA, its drig regulatory agency, plays in the patent examination system.
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