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Abstract: The National Institute of Industrial Property (INPI) is the government body responsible for granting patents
in the national territory; in the case of medicines, they need to be registered with the National Health Surveillance
Agency (ANVISA) in order to be marketed. There was a divergence in legal interpretation (of Art. 229-C of the
IPL) which caused damage to entrepreneurs, laboratories and the community in general, as there was no express
provision as to whether ANVISA's opinion would be binding on the INPI's decision on patent issues. The aim of this
research was to analyze this problem, raising its main points and demonstrating how dangerous and damaging
bureaucracy and inefficient and obscure normative acts that give rise to dubious interpretation can be, based on the
application of hermeneutic and dialectical methods. In 2021, the Superior Court of Justice (STJ), in Special Appeal n.
1543826, held that ANVISA's opinion would be a valid prerequisite for granting patents for pharmaceutical products
or processes. It was found that the STJ decision increased ANVISA's "powers”, but with the repeal of Art. 229-C of the
IPL, the dilemma was extinguished and the competencies of each body re-established. It is therefore of the utmost
importance to fill legal gaps and issue clear and specific laws so as not to leave room for harmful interpretations,

guaranteeing original competences and legal certainty.
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Introduction

Health is one of the areas in which biotechnology
operates and, specifically for this study, the
pharmaceutical area, which uses biotechnological
techniquesto produce medicines such as antibiotics
and biopharmaceuticals, e.g. using genetically
modified cells to produce therapeutic proteins such
as recombinant insulin for diabetic patients and
monoclonal antibodies to treat cancer, for example 2°),

The Institute of Science, Technology and
Industrial Quality (ICTQ), based on research
carried out, has verified the growth trend of the
global biopharmaceuticals market, which is worth
around USs160 billion a year. In Brazil, there are
pharmaceutical companies with biopharmaceutical
development projects, such as Libbs, Cristalia,
Recepta and BioNovis (a joint venture created
by Aché, EMS, Hypermarcas and Uniao Quimica
laboratories)?,

Due to the importance of medicines for the
protection of human life, materializing the right
to health and, as well as national economic
development through the production and marRketing
of drugs, this research addresses the problem
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involving the two responsible bodies: the National
Institute of Industrial Property (INPI) which protects
property rights and the National Health Surveillance
Agency (ANVISA) which grants registration for the
marReting of drugs.

It should be noted that as part of the state’s
obligations, it is the government’'s role to establish
policies and laws aimed at protecting human health,
and there is a particular concern involving the process
of registering drugs by the ANVISA and the analysis
of patent applications by the INPI in the area of drugs.

ANVISA is the public body responsible for
analyzing drug registration applications and defining
the criteria and stages necessary for the release of
a new drug in the national territory; only after the
registration has been granted will the drug be released
for sale®. The INPI is a federal authority responsible
for granting patents and registering other intellectual
properties, as well as supporting the technology transfer
process,

What is the relationship between these two
bodies when it comes to medicines? As a result of
the amendment to the IPL and the insertion of Article




229-C, a problem arose, involving the question of
competence, as to whether or not ANVISA's opinion
was binding on patent applications for medicines
filed with the INPI, leading to a clash of competences
between them. The Superior Court of Justice (STJ)
was asRked to give its opinion, taking the view that
the opinion was binding. However, in the same year
(2021), Law 14.195 was enacted, resolving the impasse
and separating the competences, in the sense that
the INPI is not bound by ANVISA’s opinion when
granting patents for pharmaceuticals.

The aim of this research is precisely to discuss
the current rules for granting patents and registering
medicines in Brazil, so that they can contribute
to innovation and entrepreneurship in the area of
pharmaceuticals. This is a literature review, carried
out on the basis of journals, the government, the
ST) and its decision on the matter, presented from
the perspective of the hermeneutic and dialectical
methods.

Materials and methods

A bibliographical survey was carried out, a
literature review, with a documentary approach
and analysis of data contained in literary, scientific
and technical worRs, on the official websites of the
Ministries of State, the INPI, ANVISA, the STJ and
current legislation related to the subject.

The methods used were hermeneutic and dialectic.
Hermeneutics, or the interpretative method, aims to
understand a text or discourse, verifying its sense
(its meaning). The dialectical method considers
the permanent transformation of society. Through
discourse based on reasoned arguments, with a
view to transforming and improving antagonistic
relations, criteria are established for the practice of
conduct and the adoption of mechanisms aimed
at the evolutionary process®. Thus, the dialectical
method, following the Hegelian conception with the
formulation of a thesis (initial statement), antithesis
(refutation of this statement by contrary aspects) and
synthesis (a new thesis based on logical convergence
or this dialectical logic) was applied to organize the
arguments and draw up the conclusions.

Relationship between drug
patents

According to Igor Simdes®’), the government is
concerned about the pharmaceutical sector, both
in terms of registering drugs and granting patents.
However, the sector is faced with the constant
concern of the government compulsorily licensing
patents (promoting patent infringement). In addition,
Simoes says that the problem involving the sector
(registration, granting of patents for medicines and
possible compulsory licensing) lies much more in the

registration and
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lacR of investment and serious and effective public
policies in the area of health, much more than in the
granting of patents, and the population has the most
to lose in this process of divergence.

In order to give the population greater access to
medicines, the government is promoting incentives
for the generic drug industry. The world market for
generic drugs has grown by an average of 11% a year
and consumption of these drugs in Brazil has also
grown by approximately 220% since they were first
made available in pharmacies in 2000. This is due
to lower research and marReting costs, which is
reflected in the value of the product to the consumer,
representing savings of up to 40%’. However, the
genericdrug can only be manufactured and marketed
if there is no patent in force and other rights that
guarantee exclusivity rights.

[Patent protection gives the holder a monopoly on
the exploitation of the product for a certain period
of time. It is worth noting that the LPI considers an
invention patent to be a product or process that
meets the following requirements: inventive step,
novelty and industrial application. The patent granted
is valid for 20 (twenty) years from the date of filing.
Utility model patents are for objects of practical use,
or part thereof, susceptible to industrial application,
which present a new form or arrangement, involving
the inventive act, which results in a functional
improvement in its use or manufacture; it is valid
for 15 (fifteen) years. And finally, the certificate of
addition of invention translates an improvement
or development introduced into the object of the
invention, even without inventive step, but still within
the same inventive concept; it is considered an
accessory to the patent, which is why it has the same
expiry datel®l.

But in the case of medicines, the granting of
the patent would be linkRed to the prior consent of
ANVISA. The process follows the stages described
in Figure 1.

Until 2001, the INPlexamined drug patents without
interference from the ANVISA. With the advent of
Law n. 10.196, which came into force on February 14,
2001, Art. 229-C was included in Law n. 9.279/1996
(Industrial Property Law - LPI), determining that the
granting of patents for pharmaceutical products and
processes would henceforth depend on ANVISA’s
prior consent.

Thus, the granting of a patent does not authorize
its holder to commercialize the medicine, it only
protects and guarantees the property rights over
the product, and may enter into contracts for the
assignment of rights, for example. However, the drug
cannot be made available on the consumer marRet,
as this requires registration with ANVISA.

The legislative change has sparkRed discussions,
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Figure 1 - Analysis of patent applications for pharmaceutical products/processes.
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Source: Adapted from the Report of the Interministerial WorRing Group on Public Administrationt@rud24],

especially regarding the constitutional right
to property, which includes the right to patent
protection. Therefore, if the requirements are
present and the legal requirements for granting the
patent by the INPI have been met, it would not be
possible to include a new restriction, in this case the
prior consent of ANVISA, which would be reflected in
the consent of the Federal Government, thus hindering
the exercise of this right.

For Denis Borges Barbosal, it is not possible to
interpret Art. 229-C as ANVISA having the power
to deny or admit patents, based on the judgment
of convenience and opportunity inherent in the
discretionary power of the Public Administration,
because in this case, it would be totally incompatible
with Art. 5, inc. XXIX of the Federal Constitution of
1988, which establishes that the legal requirements
for granting a patent, in a binding procedure, can only
be created by ordinary law. The INPI has a duty to
listen to ANVISA, which will make a technical analysis
aimed at protecting life and health, but it cannot bind
the INPI's decision.

However, ANVISA’s understanding with the
legislative change was that it had the power to analyze
the technical requirements for patentability and not
only the issues inherent to efficacy and risks to life and
health 4. This discussion was taken to the Federal
Attorney General's Office (AGU), which confirmed

International Journal Of Advances In Medical Biotechnology - JAMB

the Agency’s role of analyzing only product/process
issues associated with health riskRs?".,

In a patent application denied by ANVISA, the
Federal Regional Court of the 2nd Region (TRF2)
ruled that the Agency’'s legal powers had been
overstepped, as they were restricted to examining
potential health risks. ANVISA appealed the
decision to the STJ, which held that ANVISA’s
favorable opinion was a prerequisite for the
granting of patents for pharmaceutical products or
processes, a discussion that will be revisited below.

In practice, from 2001 to 2017, the INPI only
analyzed drug patent applications after ANVISA’s
analysis and approval. As long as this consent was
not forthcoming, the processes remained stalled.
This procedure meant that at the time, more than
21,733 patent applications for medicines remained
paralyzed at the INPI for this reason!??.

In an attempt to resolve this issue and speed up
the analysis of processes involving pharmaceuticals,
the INPI and ANVISA formalized an agreement
in March 2017. The rule included prior analysis by
ANVISA, with the aim of ensuring that the drug was
effective and did not pose any health risks, but did
not bind the INPI in its analysis of the merits of the
patent, and it could grant it even if ANVISA issued
an unfavorable opinion, which was defined in Joint
Ordinance n. Ol, of April 12, 2017 (regulating the
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procedures for applying Art. 229-C of the LPI).

In summary, Joint Ordinance n. 01/2017
determines the processing of patent applications
for pharmaceutical products and processes:

»Art. 2: once the patent has been formally
examined by the INPI, the procedure for granting
ANVISA’s prior consent will takRe place after
the request for examination has been made (in
accordance with Art. 33 of the LPI);

»Art. 2, 81°: the INPI will publish the notification
of the forwarding of patent applications to ANVISA
in the Electronic Industrial Property Magazine (RPI)
and, when necessary, the decisions on examination
priority;

»Art. 2, 82°: the INPI will make the updated Ffull
contents of patent applications available, together
with the publication of the referral;

»Art. 3: The INPI will provide ANVISA with access
to the information contained in its database;

»Art. 4. After receiving the patent applications
forwarded to the INPI, ANVISA will analyze them
taRing into account aspects inherent to public
health, issuing a technical opinion;

»Art. 6: When the INPI disagrees with
ANVISA’s opinion, it must state the reasons for its
disagreement in a reasoned technical opinion;

»Art. 7: At the end of the INPI's examination
of patent applications with ANVISA’s consent,
an official list of patent applications granted and
published in the RPI will be sent to the Agency by
the INPI;

»Art. 9: An Interinstitutional Articulation Group
will be set up, with members from the INPI and
ANVISA, with the aim of exchanging technical
information and harmonizing understandings.

»Art. 11: the ordinance came into force sixty days
after its publication (04/13/2017).

In 2017, the Interinstitutional Articulation
Group (GAI) was created with the aim of analyzing
and suggesting instruments, mechanisms and
procedures for coordinated action between the
INPI and ANVISA in the analysis of patents for
pharmaceutical products and processes, under the
terms of Joint Ordinance no. 2, of October 20, 2017.
On March 26, 2018, the first technical meeting of the
GAl was held by videoconference, the main purpose
of which was to establish the Group’s working
methodology. On May 24, 2018, the Group’s second
meeting was held at the INPI's headquarters in Rio
deJaneiro. At this meeting, the main results obtained
over the period were presented, among them: the
optimization of the flow of patent applications, the
current methodology for forwarding letters and
opinions, the creation of pages on the portals of
both the INPI and ANVISA for greater transparency
of the GAl's worR.,
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In 2021, the 4th Panel of the Superior Court
of Justice (STJ) ruled that ANVISA’s opinion
is a prerequisite for the validity of patents for
pharmaceutical products or processes. According to
Justice Luis Felipe Salomao, rapporteur of the case
(REsp.No0.1543826), the best interpretation of Article
229-C of the IPL is to understand it as a prerequisite
for the validity of pharmaceutical patents granted
by the INPI. With this understanding, the justices
annulled the decision of the Federal Regional Court
of the 2nd Region (TRF2), which considered, in a
patent application denied by ANVISA, that it had
exceeded its legal powers, which were restricted to
examining potential health risks!'l.

ANVISA’s negative opinion in cases where it is
shown to be contrary to public health policies is bin-
ding and does not support the INPI’s decision. AN-
VISA's attributions are restricted to examining po-
tential health risks, and it is ANVISA’s responsibility
to determine before the INPI whether the granting
of exclusivity rights (production, use, commerciali-
zation, importation or licensing) could lead to a si-
tuation that is harmful to public health!™!,

However, Law n. 14195, of August 27, 2021
(Conversion of Provisional Measure n. 1.040/2021)
revoRed Art. 229-C of Law 9.279/1996, establishing
the end of ANVISA’s prior consent for patent appli-
cations for pharmaceutical products and processes
(Chart1).

In a note, available on the official website of the
Ministry of Development (2022), the INPI announ-
ced the procedures to be adopted:

a) the extinction of the flow of patent applica-
tions between the INPI and ANVISA since August
27,2021;

b) applications that are returned by ANVISA will
be processed normally at the INPI;

c) the applications concluded by ANVISA and
forwarded to the INPI before the revocation of Art.
229-C were published in the Industrial Property Ma-
gazine (RPI) n. 2763;

d) the applications that were at ANVISA were re-
turned to the INPI on August 30,2021, a total of 1,284
applications, of which 54 already had the consent
published by ANVISA before the revocation of the
article, so they would be published in the RPI;

e) the INPI is awaiting the return of 19 patent
applications that were under requirement or had
already been denied;

f) the applications filed by December 31, 2016,
included in the Backlog Combat Plan, have been
forwarded for examination!®.,
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Chart 1- INPI and ANVISA: chronology of the dilemma.

Law n.10.196/2001 inserted Art. 229-C into the LPI: “The granting of patents for pharmaceutical products
and processes will depend on the prior approval of the National Health Surveillance Agency - ANVISA.”

From 2001 to April/20
sent.

The INPI only analyzed patent applications after ANVISA’s opinion and con-

From April/2017 to
July/2021

Agreement signed between the INPI and ANVISA - Joint Ordinance No. O1, of
April 12,2017 (regulates the procedures for applying Art. 229-C of the IPL).

On August 5th, 2021

The 4th Panel of the Superior Court of Justice (STJ) has ruled that ANVISA’s
opinion is a prerequisite for the validity of patents for pharmaceutical produc-
ts or processes. According to Justice Luis Felipe Salomao, rapporteur of the
case (REsp. no. 1543826/R)).

tence of the INPI in granting patents.

Law n. 14.195/2021 repealed Art. 229-C of the LPI: extinguished the dilemma - re-established the compe-

Source: Own authorship, 2023.

The issue of ANVISA’s approval, the granting
of patents by the INPI and compulsory licensing of
medicines

BlocRing the analysis of the patent application
because of the wait for ANVISA's favorable opinion
created insecurity; for the company it makRes no
sense (o invest in a product/process without
guarantees of commercial exclusivity. With the
application distributed, the principle of prior art
guarantees the right from the moment it is filed, but
while the criterion was to wait for ANVISA’s prior
approval before adding it to the application, the risk
was greater: in addition to the delay, the «secret»
could fall into the public domain (leak out in some
way) and be used by generic manufacturers.

The government can compulsorily license the
patent in cases of lack of exploitation in the national
territory, and how can you exploit it economically
(marRet the drug) without ANVISA's approval?
Since medicines cannot be marketed without
authorization through the relevant registration with
the Agency.

One term used by the informal media is that
the government will authorize the «breaking of the
patent» of a certain drug, which is nothing more than
authorizing the compulsory licensing of the drug,
i.e. the government authorizes another company to
exploit the drug, implying the loss of exclusivity of
economic exploitation by the patent holder.

The compulsory license is provided for in Art. 68
of Law 9.279/1996 (Industrial Property Law - LPI),
and will be applied to the patent holder in the event
of abusive exercise, abuse of economic power
(proven by administrative or judicial decision), in
the absence or insufficiency of manufacture of
the product and in the absence of full use of the
patented process, except in the case of economic
infeasibility. This is because patent protection, as a
protective reflex and guarantor of industrial property

International Journal Of Advances In Medical Biotechnology - JAMB

rights, must fulfill a social function and if it does not,
i.e. if it is used outside the legal limits, the patent
may be compulsorily licensed at the request of the
government or an interested third party.

The legal hypotheses that give rise to compulsory
licensing of patents are summarized below:

The exercise of a right in an abusive manner
(abuse of rights): this is the exercise of a right by its
holder that goes beyond the limitations imposed by
its economic or social purpose, by good faith or by
good customs (Art. 187, CC/2002), characterizing
an unlawful act subject to reparation.

Abuse of economic power: unlawful conduct
by an economic agent who has market power or
who assumes a dominant position in the market
exorbitates this power with a view to dominating
the marRet, eliminating competition and arbitrarily
increasing its profits, which are prohibited by
Brazilian legislation (Art. 173, 84 of the Federal
Constitution/88 cc. Art. 36 of the Antitrust Law -
Law n. 12.529/2011). It is worth mentioning that the
abuse of economic power must be recognized by
the Administrative Council for Economic Defense
(CADE), the competent administrative body, or by
the Judiciary, in a sentence handed down.

Failing to exploit the object of the patent in
Brazilian territory, due to the lack or insufficiency
of manufacture of the product or lackR of full use
of the patented process: reveals the «misuse of
property». It will be necessary to manufacture the
product or use the patented process in Brazil, and
importation will only be authorized in cases of
economic infeasibility, which is highly subjective
- there is no objective concept of what «economic
infeasibility» means, maRing it seriously difficult to
grant a license for this reason(',

When marReting does not meet the needs of the
market: when production is insufficient to meet the
needs of the market.

Vol. 6 N.1, 2024



In cases of emergency or publicinterest, declared
by the Federal Executive Branch, if the patent hol-
der or its licensee does not meet this need: through
collective interest, usually occurs in patents for pro-
ducts and processes involving health, for example
in the pharmaceutical industry in 2007 with Efavi-
renz, a drug for the treatment of HIV2¢!,

The compulsory license must be requested
by a third party with a legitimate interest and the
technical and economic capacity to exploit the
patent effectively, with the aim of supplying the
domestic marRet. It will be granted ex officio by the
Federal Executive Power, exceptionally in cases of
national emergency or public interest and, even in
these cases, only if the patent holder is not meeting
the needs of the market; the grant is exclusive and
sub-licensing is not allowed!,

The request for a compulsory license may be
rejected by the INPI. It is the right of the patent
holder to be notified of the request and to have a
period (60 days) in which to respond, proving with
documents the reasons for the disuse (the reasons
must be legitimate) or that they are taRing steps
to start production and/or increase it, justifying
the problems they are facing, or that they are not
producing due to force majeure, explaining them.
In this sense, if the arguments are proven and
accepted by the INPI, the compulsory license will
not be granted, and exclusivity will remain with the
holder of the Patent Letter. In the event of inertia
on the part of the owner, once the deadline for
manifestation has passed, the request for a license
will be granted under the conditions under which it
was filed.

If the owner contests the license request, the
INPI may carry out due diligence, appoint a commis-
sion (including external experts) to support the arbi-
tration of the remuneration due, since there was no
consensus between the parties. The arbitration will
take into account the circumstances and peculiari-
ties of the specific case, without forgetting to con-
sider the economic value of the license granted®.,

Bill 12/2021 was converted into Law 14.200/202],
amending the LP| to enable the compulsory licen-
sing of products to combat Covid-19, a necessary
measure to deal with public health emergencies.
It is now possible to compulsorily license patents
or patent applications in cases of national or inter-
national emergency or in the public interest and in
the face of a state of national public calamity (new
wording of Art. 71 of the LPI). The compulsory licen-
se may be granted ex officio, on a temporary and
non-exclusive basis, guaranteeing the rights of the
holder to compensation, with the holder's remune-
ration being set at 1.5% of the net sales price of the
product until its value is effectively established (Art.
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71 and its 813 of the LPI).

Compulsory license versus patent revocation

A compulsory license should not be confused
with patent revocation. The section above defined
compulsory licensing and the legal hypotheses for
requesting it. In this section we will summarize the
hypotheses of patent termination, which is different
from compulsory license,

According to Fabio Ulhoa Coelho®", the indus-
trial right protected by a patent will be extinguished
by virtue of the expiry of its term, forfeiture, non-
-payment of the amounts due to the INPI, the resig-
nation of its owner, the absence of a legal represen-
tative in Brazil, if the owner is domiciled or has its
headquarters abroad.

The doubts that can arise regarding the
termination of a patent are recurrent in the case of
forfeiture. Forfeiture arises from abuse or disuse in
the exercise of the right, which can be declared by
the INPI ex officio or if requested by an interested
third party, after the compulsory license has been
granted (3 years from the grant), after two years of
the license, the patent will fall into the public domain,
if the abuse or disuse of the product or process
is still verified. The defense and the adversarial
process are guaranteed in the forfeiture claim, an
administrative process with the INPI (LPI, Arts 80
to 83).

It is important to note that the law protects the
rights of third parties in the event of the owner
renouncing a patent (a unilateral act). Franchisees
and/or licensees, for example, must decline to
accept the act, and the INPI must prove that there
is no damage to the others involved (interested
contractors).

Art. 217 of the IPL states that «The person
domiciled abroad must appoint and maintain a
duly qualified attorney domiciled in the country,
with powers to represent them administratively and
judicially, including to receive summonsesy», failing
which the patent will be extinguished.

As you can see, compulsory licensing is an
institute for fulfilling the social function of property
and protecting the markRet and the consumer, while
termination is another instrument that will operate
in hypotheses other than those, the main effect of
which is to definitively end the right of the holder of
the Letters Patent to the exclusive exploitation of
industrial property.

Conclusion

Despite the «tug-of-war» between ANVISA and
the INPI, the joint ordinance eliminated (until 2021)
the contradictions and speeded up the registration
procedure in each body, establishing objective
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criteria, which culminated in a greater benefit to
health. In 2021, the STJ ruled that ANVISA's opinion
is binding and must be observed by the INPI when
granting patents on medicines in the event that it
contradicts public health policies.

Itis clear that the STJ)'s decision had given ANVI-
SA greater power, conditioning its favorable opinion
on the granting of a patent by the INPI, especially
given the lack of regulations on what «contradiction
to public health policies» would mean, which is sub-
jective.

Then, also in 2021, Law 14.195 repealed Art. 229-C
of the LPI and extinguished the dilemma and legal
uncertainty, re-establishing the competence of the
INPI to grant patents and speeding up the process,
which had been too slow.

References

[1] Barbosa, D. B. ANVISA's role in granting patents. In:
BARBOSA, D. B. From technology to culture: essays
and studies on intellectual property. Rio de Janeiro:
Lumen Juris, 2011.

[2] Brazil. Constitution of the Federative Republic of Bra-
zil of 1988. Available at: http://www.planalto.gov.br/
ccivil_O3/constituicao/constituicao.htm

[3] Brazil. Law n. 9.279, of May 14, 1996. Regulates rights
and obligations relating to industrial property. Avai-
lable at: http://www.planalto.gov.br/ccivil_03/Leis/
L9279.htm

[4] Brazil. Law n. 9.610, of February 19, 1998. Amends,
updates and consolidates copyright legislation and
makRes other provisions. Available at: http://www.pla-
nalto.gov.br/ccivil_03/leis/L9610.htm#artl15

[5] Brazil. Law n. 14.195, of August 26, 2021. Provides for
facilitating the opening of companies, [..]; amends
Laws No. [..] 9.279, of May 14, 1996, [..] and makRes
other provisions. Available at: https://www.planalto.
gov.br/ccivil_03/_Ato02019-2022/2021/Lei/L14200.
htm

[6] Brazil. Law n. 14.200, of September 2, 2021. Amends
Law No. 9.279, of May 14, 1996 (Industrial Property
Law), to provide for the compulsory licensing of pa-
tents or patent applications in cases of declaration of
national or international emergency or public interest,
or recognition of a state of public calamity of national
scope. Available at: https://www.planalto.gov.br/cci-
Vil_03/_At02019-2022/2021/Lei/L14200.htm

[7] Brazil. Ministry of Economy. National Institute of In-
dustrial Property (INPI). INPI and Anvisa agree on phar-
maceutical patents. Brasilia, May 25, 2018. Available
at: https://www.doisamaisfarma.com.br/noticias/
inpi-e-anvisa-convergem-entendimentos-sobre-pa-

International Journal Of Advances In Medical Biotechnology - JAMB

tentes-farmaceuticas/

[8] Brazil. Ministry of Economy. National Institute of In-
dustrial Property (INPI). Frequently asked questions -
Patents. Brasilia, May 13, 2020, current. July 14, 202I.
Available at: https://www.gov.br/inpi/pt-br/servicos/
perguntas-frequentes

[9] Brazil. Ministry of Health. National Health Surveillance
Agency - ANVISA. Published: July 4,2022, current. 3 nov.
2022. Available at: https://www.gov.br/anvisa/pt-br/
assuntos/noticias-anvisa/2018/registro-de-novos-me-
dicamentos-saiba-o-que-e-preciso#:~.text=A%20Anvi-
5a%20%C3%A9%200%20%C3%B3rg%xC3%A30,um%20
novo%20medicamento%20%C3%A0%20popula’-
C3%A7%C3%A30. &text=No0%20Brasil%2C%20a%20
Ag%C3%AAncia’%20Nacional,em%20todo%2007%20ter-
rit’sC3%B3rio%20nacional

[10]Brazil. Ministry of Development. National Institu-
te of Industrial Property. INPI announces procedu-
res after termination of prior approval for pharma-
ceutical patents. Published: Aug. 31, 2021, current.
Nov. 3, 2022. Available at: https://www.gov.br/
inpi/pt-br/central-de-conteudo/noticias/inpi-divul-
ga-procedimentos-apos-extincao-da-anuencia-pre-
via-de-patentes-farmaceuticas#:~:text=A%20Lei%20
14.195%2C%20publicada’%20em,C%20da%20Lei%2-
09.279%2F1996

[11] Brazil. General Secretariat of the Presidency of the Re-
public. Official Press. Joint Ordinance no. 1, of April 12,
2017. Regulates the procedures for the application of
article 229-C of Law No. 9,279, of May 14,1996, added
by Law n. 10,196, of February 14, 2001, and makes
other provisions. Disponivel em: http://www.in.gov.
br/materia/-/asset_publisher/KujrwOTZC2Mb/con-
tent/id/20163436/dol-2017-04-13-portaria-conjunta-
n-1-de-12-de-abril-de-2017-20163370

[12] Brazil. Services and Information from Brazil. Natio-
nal Institute of Industrial Property - INPI. Published
on October 14, 2020, current. July 12, 2021. Available
at: hteps:.//www.gov.br/pt-br/orgaos/instituto-nacio-
nal-da-propriedade-industrial

[13] Brazil. Superior Court of Justice. Doctrine: commemo-
rative edition, 30 years of the STJ. Brasilia: Superior
Court of Justice, 2019.

[14] Brazil. Superior Court of Justice. Jurisprudence. Writ
of Mandamus n. 3365/DF. JusBrasil. Available at:
https://stj.jusbrasil.com.br/jurisprudencia/557578/
mandado-de-seguranca-ms-3365°ref=feed

[15] Brazil. Federal Supreme Court. Jurisprudence. Writ
of Mandamus No. 9562/SP. JusBrasil. Available at:
https://stf.jusbrasil.com.br/jurisprudencia/687022/
mandado-de-seguranca-ms-9562-sp

[16] Brazil. Superior Court of Justice. Anvisa’s opinion

Vol. 6 N.1, 2024



The pharmaceutical patent process: National Health...

on pharmaceutical product patents is binding. Pu- [28] Storer, A.; Machado, E. D. Industrial property and the

blished: Aug. 18, 2021. Available at: https://www.stj. principle of the social function of property. In: Natio-
jus.br/sites/portalp/Paginas/Comunicacao/Noti- nal Congress of the National Council for Research
Cias/18082021-Parecer-da-Anvisa-sobre-patente-de- and Postgraduate Studies in Law. 2007: 2320-2332.

-produtos-farmaceuticos-e-vinculativo.aspx

[17] Brazil. Superior Court of Justice (3rd Panel). Special
Appeal n. 1.191.612. Rapporteur: Minister Paulo de Tar-
so Sanseverino. Date of judgment: October 28, 2013.

[18] Brazil. Superior Court of Justice (3rd Panel). Special
Appeal n. 1.315.621. Rapporteur: Minister Nancy An-
drighi. Date of judgment: June 4, 2013.

[19] Campos, E. M. Patent infringement: compul-
sory license. Migalhas, Aug. 15, 2006. Available
at:https://www.migalhas.com.br/dePeso/16,-
MI128718,91041-Quebra+de+patentes+licenca+com-
pulsoria

[20]Chagas, E. F. Marx'’s dialectical method: investigation
and critical exposition of the object. Sintese [Journal
of Philosophy at the Jesuit College]. 2011; 38 (120): 55-
70. Available at: http://faje.edu.br/periodicos/index.
php/Sintese/article/view/1036

[21]Coelho, F. U. Commercial law course: company law.
Sao Paulo: Saraiva, 2010.

[22]National Association of Private Hospitals. Agree-
ment between Anvisa and INPI will speed up pa-
tents for medicines. Published: March 24, 20I17.
Available at: https://www.anahp.com.br/noticias/
noticias-do-mercado/acordo-entre-anvisa-e-inpi-vai-
acelerar-patentes-de-remedios/

[23] National Institute of Industrial Property. Available at:
http://www.inpi.gov.br/sobre/estrutura.

[24] Mendes, D. R. F.; Oliveira, M. A. C.; Pinheiro, A. A. An-
visa's prior consent: the evolution of the regulation of
a State policy. Revista Brasileira de Politicas Publicas.
2014; 4(2):156-172.

[25] Mdller, M. Biotechnology: the future-present in the
pharmaceutical industry. Institute of Science Techno-
logy and Industrial Quality - ICTQ, 2016. Available at:
https://ictq.com.br/industria-farmaceutica/769-bio-
tecnologia-o-futuro-presente-na-industria-farmaceu-
tica

[26] Rodrigues, W. C. V.; Soler, O. Compulsory licensing of
Efavirenz in Brazil in 2007: contextualization. Revista
Panamericana de Salud Publica. 2009; 26(6):553-559.
Available at: http://iris.paho.org/xmlui/bitstream/
handle/123456789/9729/12.pdf?sequence=I

[27]Simdbes, |. What is the relationship between drug
registration and patents? Migalhas, April 18, 2006.
Available at: https://www.migalhas.com.br/delPe-
so/16,M123436,31047-Qual+a+relacao+entre+regis-
tro+de+medicamentos+e+patentes

Vol. 6 N.1, 2024 International Journal Of Advances In Medical Biotechnology - JAMB 50



