A WORD FROM OUR MANAGING PARTNER
We are pleased to introduce “Prevail”, Licks Attorneys monthly newsletter. This is a collaborative effort from our team
to provide significant news and information on leading cases in our main practice areas: litigation, prosecution and
counseling on Intellectual Property, Food & Drug and Antitrust Law.
We are proud of the quality of our specialized practice and for being recognized as one of the elite litigation firms in Brazil.
We understand this publication expresses our appreciation to our clients and the community. “Prevail” is one of the ways
we found to say thank you.
Litigation in Brazil is often compared to a combat sport. Being well informed and updated has always been part of our
relentless preparation to provide excellence in services. We rely on our skills and experience in the courtroom, as well as
on our significant investments in research and business intelligence, to be involved in some of the most sophisticated
disputes in the country. When results matter most, clients know we deliver.
We thank you in advance for interacting with us with comments or referring additional colleagues to subscribe our
newsletter. Please feel free to contact our editorial team and authors at info@lickslegal.com.

>> ARTICLES

Renewed hope for the patent system: a stop to the PTO’s inconstancy
by Otto Licks and Liliane Roriz
The Brazilian Patent and Trademark Office (PTO) is notorious for its backlog and the slow pace at which it operates. Despite
receiving only a relatively small number of applications, the PTO usually takes more than a decade to issue a patent.
As a safety valve for delays, the Brazilian patent statute guarantees a 10-year term from the date of grant whenever the
examination takes more than a decade. This is specifically established by Article 40 of patent statute (Law No. 9,279/96).
If patent applications were examined more quickly, the provision would be irrelevant, because the standard 20-year term
from filing would always apply.
Instead of revamping the PTO, the current government is supporting the bill No. 5402/2013 to remove the 10-year term
from grant provision from the statute. To make things worse, last year the PTO filed 37 lawsuits before the federal district
courts of Rio de Janeiro seeking to invalidate more than 200 patents issued with a 10-year protection from grant. Some
of these patents cover important inventions. For procedural reasons, some defendants filed motions to sever claims and
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parties into separate actions, and the lawsuits are now 47 (see infographic).
The PTO claims the 10-year term would not be applicable to patent applications covering pharmaceuticals, and related
arts, filed between January 1, 1995 and May 14, 1997, known as ‘mailbox’ patents (article 229, sole paragraph, of the patent
statute). According to the PTO, these patents were granted with such term due to a clerical mistake.
The very first decision, issued by Judge Brandão (25th federal district court of Rio de Janeiro), has backfired on the
administration. The court clarified that the so-called “clerical mistake” only happened because the PTO itself failed to
examine the “mailbox” applications before 2004, as established by the statute.
According to the court, a judicial review of the granting decision as intended by the PTO would not be reasonable because
inventors and patent owners trust the public authorities to keep their promises. The PTO published the grant of these
patents with the 10-year term from grant, creating a reasonable expectation by the companies. After this first decision,
Judge Brandão decided six other mailbox lawsuits in the same way.
Judge Tauk (31st federal district court of Rio de Janeiro) and Judge Netto (9th federal district court of Rio de Janeiro)
adopted the same reasoning when deciding other mailbox cases, ruling against the PTO. According to Judge Netto’s
decision, published on January 22 of this year, the PTO cannot simply change its interpretation on the term of mailbox
patents, acting against the patent owner. The administration’s acts shall respect the legitimate expectation.
These decisions show courts are ready to enforce Brazil’s obligations with the international community in light of the
TRIPS Agreement.
Although most federal judges understand the PTO is wrong, Judge Nunes (13th federal district court of Rio de Janeiro) has
ruled in favor of the administration in 12 other mailbox cases, limiting patent protection to 20 years from the filing date,
allegedly preserving the public interest and benefiting society.
Currently, there are 11 pending appeals challenging mailbox decisions before the Court of Appeals for the 2nd Circuit (see
infographic).
This article was written with collaboration of Roberto Rodrigues and Alba Cruz
If you have any questions or need additional information, please contact us at info@lickslegal.com

Brazilian Courts recognize pharmaceutical companies’ right to use
trademarks in vaccines
by Eduardo Hallak and Viviane Trojan
The Syndicate of the Pharmaceutical Products Industry of São Paulo (SINDUSFARMA) has obtained an important victory
that guarantees to its members the right to use their trademarks while importing and commercializing vaccines in Brazil.
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SINDUSFARMA members make the majority of manufacturers of vaccines commercialized in Brazil.
The decision rendered by the Fifth Panel of the Federal Court of Appeals for the 1st Circuit is now final and confirms a
preliminary injunction granted back in 2002, when the lawsuit was filed.
SINDUSFARMA filed said lawsuit in view of Notification No. 548 issued by ANVISA in February 2002, prohibiting the use of
trademarks in vaccines, beginning in April of the same year. ANVISA’s act was based on a Decree from the seventies.
Article five of the Decree sets forth that “medicines containing a sole active ingredient, as well as the immunotherapeutic
drugs, drugs and pharmaceutical ingredient cannot display brand names”, but until the issuance of Notification No. 548,
ANVISA (as well as the Secretary of Sanitary Surveillance, that preceded the Agency) never enforced said prohibition.
A preliminary injunction obtained in the very beginning of the lawsuit prevented ANVISA from enforcing that provision
against SINDUSFARMA’s members. However, due to a political appeal filed by ANVISA, the injunction was suspended
until May 21, 2014, when SINDUSFARMA’s request for the provisional enforcement of the final decision on the merits
was granted. Since then, the pharmaceutical companies from SINDUSFARMA were allowed to resume importation and
commercialization of vaccines with trademarks in Brazil.
The Fifth Panel of the Federal Court of Appeals for the 1st Circuit maintained the final decision on the merits of the 14th
Federal Court in Brasilia, ruling that Decree 79.094/1976, edited more than thirty years ago, violates the constitutional
right to health and the public.
The Appellate Court recognized the importance of the identification of the vaccines by their trademarks, as shown by
the plaintiff in the lawsuit. Usage of a trademark is essential to avoid risk to public health. Even when designed for the
same therapeutical purpose, vaccines from different manufacturers have different concentration, composition, posology,
conservation, immunogenicity (ability of protecting the individual) and reactogenicity (ability of producing adverse
reactions). For the correct immunization of a person, doses of vaccines with different trademarks cannot be administered.
This decision is final and unappealable.
The Brazilian Federal Constitution, in its article 5, item XXIX, recognizes the social interest on trademark usage, in view of
its function of distinguishing products, identifying their origin and quality, thus avoiding confusion among consumers. In
the Industrial Property Act (Law 9.279/1996), there is no restriction to the registration and usage of trademark in vaccines.
Also, Brazil is one of the signatories of the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS).
The Agreement provides in its article 15.4 and 20 that “the nature of the goods or services to which a trademark is to be
applied shall in no case form an obstacle to registration of the trademark” and “the use of a trademark in the course of
trade shall not be unjustifiably encumbered by special requirements”.
The recognition of the right to use trademarks in vaccines over Decree 79.094/1976, edited before the current Brazilian
Constitution, benefits not only the pharmaceutical companies but also the patients and doctors, so as to ensure safe
administration of the products.
If you have any questions or need additional information, please contact us at info@lickslegal.com
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Partnerships for Productive Development in Brazil: inside the latest
changes in the PDP program
by Ricardo Campello
Right after President Dilma Roussef’s reelection for another four-year term, the Ministry of Health (MoH) issued Ordinance
No. 2531, establishing the conditions for local and foreign companies to participate in the government’s Partnerships for
the Productive Development (PDP) program.
Created in 2008, the PDP Program began without a proper regulatory framework. This first Federal Government’s effort
to establish a pharmaceutical technology transfer program did not succeed, mainly due to the lack of specific rules for
implementing the agreements signed.
In 2012, the government issued Ordinance No. 837, in order to establish basic rules for the PDP program. It had only
12 incipient provisions and failed to provide clear definitions and specific information regarding the agreements, the
responsibility of the parties and other matters related to the PDPs proceedings. More seriously, it allowed companies that did
not have the required technology for the partnership to sign a PDP contract – companies with no experience in manufacturing
complex biological products were contracted to teach the government owned pharmaceutical labs how to do it.
Issued on November 11, 2014, Ordinance No. 2531 superseded Ordinance No. 837 of 2012 and aims at providing more
transparency to the program, solving the problems coming from the previous ordinance and regulating important aspects
that were not covered until now. Please find below some aspects introduced by new provisions:

Timing for submitting the PDP proposal to the MoH
According to article 13, the public institution must submit the PDP proposals between January 1 and April 30. Under special
circumstances and in case of relevant public health interest, the Ministry of Health can open a new window for proposals.

Presentation of the proposal and eligible products
A PDP proposal must only be presented if the product is already included in the list of strategic products (article 11). The
list will be defined according the following criteria established in article 6:
(i)

the product must be important to the Brazilian Unified Health System (SUS), according to its programs;

(ii)

it must be or capable of being acquired centrally and directly by the MoH; and

(iii)

the government must have interest in the manufacturing of the product, its active pharmaceutical ingredient or
critical technological component in Brazil (article 6).
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It shall be noticed that a product that complies with these requirements is not automatically defined as strategic. It needs
to be included in the Annual List of Strategic Pharmaceutical Products, which has recently been issued.

Mandatory compliance with Intellectual Property and Patent rights
Ordinance No. 2531 deals with possible intellectual property violation, establishing that the PDP proposal must contain the
list of granted patents or patent applications that might cover the product subject of the PDP proposal (article 14, III).

Content of the PDP proposals
The PDP proposal must demonstrate that public institutions, which receive the technology transfer, will also receive the
Drug Master File (in PDPs of small molecules products) or the master cell bank (in PDPs of biological products). In addition,
the proposal related to medical devices must comprise the manufacturing of the critical technological component until
the expiration of the PDP agreement.
It also has to disclose the manufacturer and its location, in case the active pharmaceutical ingredient or critical
technological component is imported during the beginning of the PDP (article 14, VI, b).
According to article 14, the PDP proposal must inform and present documentation related to the identification and roles of all
the parties to the agreement; the specifications of the product subject to the PDP; the term of the PDP agreement (maximum
10 years) and the schedule for the technology transfer. Such proposal has also to inform the suggested product’s price, which
will have to comply with long list of criteria, such as the average price paid by the public administration and the product’s
price approved by the Drug Market Regulation Chamber (CMED). The product’s price and its compatibility with the average
price of the public market seems to be one of the major concerns of Ordinance No. 2531 and, consequently, of the MoH.

Participation in a PDP
It is very common for more than one company to participate in a PDP. In this regard, the new PDPs guidelines excluded
the obligation for two or more companies to present a PDP proposal as a consortium, which implied a joint responsibility
among its members, allowing other forms of agreements (article 9, II). Another provision that can help the association of
private Brazilian companies with research-based companies is article 14, VI, c, as it allows part of the technology transfer
such as courses, lectures and visitations into partner’s facilities to happen outside Brazil.
If you have any questions or need additional information, please contact us at info@lickslegal.com

Oil & gas: Are patents the light at the end of the Pre-Salt tunnel?
by André Venturini
Alexandre Tombini, President of the Brazilian Central Bank, has recently announced that the latest drop to USD 55 in oil
barrel prices will have a positive impact of up to USD 10 billion in 2015 Brazil’s balance of trade. Forced by the slow pace
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in world’s economy, the ongoing changes in the US energy matrix and Saudi Arabia’s decision not to cut oil production, it
seems that barrel prices will remain low for some time before returning to the previous baseline of USD 100.
That may sound as good news for the Brazilian Government, but not for Petrobras, Brazil’s national oil company, which
relies on what is known as the “pre-salt zone” as a salvation. With these oil prices, heaven is now further away.
The pre-salt zone is an offshore region covering some oil & gas fields located at ultra-depths of around 7km. Recent
studies indicate the enormous potential of those fields, likely to have 100 billion barrels of oil to be exploited. If true, this
would make the Brazilian oil reserves the fifth largest in the world. This is a breath of hope for the country’s oil production,
which has stagnated at 2,1 million BOE/d (barrels of oil equivalent per day) until 2013.
However, taking oil out of those fields is a true challenge. Not only because of the depths and the massive water
column between the surface and the sea bed. Technical difficulties are everywhere, like in reservoir characterization and
geomechanics, well engineering, flow, and logistics.
As a consequence of all of these technical barriers, production of the pre-salt oil is expensive. Petrobras has recently stated
that the Brazilian pre-salt would still be profitable up to a barrel price of around USD 45. In view of this, technology is not
only needed to allow a successful operation in those fields, but also a hopeful attempt to make this operation more profitable.
Another aspect of worry is that, even if everything goes right, and oil is successfully produced out of the pre-salt zone,
Brazil will not be able to refine it. According to numbers from the Brazilian Oil Agency, nearly 40% of the production would
remain in its crude nature.
IP practitioners might agree that whenever we face such technological gaps we are actually facing interesting business
opportunities. Companies that arrive first at solutions to the pre-salt challenges and file for patent protection in Brazil
could probably be capturing important market shares.
Taking the US as an example, shale gas production increased by nearly 1600% from 2004 to 2014, accounting for 39% of
the country’s total natural gas production. This is a consequence of investments made in research, particularly in fracking
and horizontal drilling technologies. Patent filings followed the same increasing trend. Number of filings of fracking related applications, for instance, rose 270% from 2004 to 2012.
In Brazil, official pre-salt announcement was made in 2007. Production of oil from the pre-salt zone increased significantly,
reaching a daily average of 411 thousand barrels and accounting for 20% of Brazil’s total production in May 2014. Patent
filings for oil & gas related technologies, in turn, experienced a significant increase of 100% from 2007 to 2012.
Companies like GE, Siemens, Schlumberger, Baker Hughes and BG seem to agree that an appealing market is rising in Brazil. All of them have established R&D centers in Rio de Janeiro, with focus on the pre-salt. However, it is not clear whether
the recent developments in the oil market might have been predicted by them years ago. The low barrel prices can impact
those companies’ activities.
Patents may again play an important role on this landscape. It might be possible, for instance, to reach some conclusions
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as to the interest on the Brazilian pre-salt oil from the patent filing activities in the country over the next years. The future
of the pre-salt in Brazil is counting on smart solutions that can come out by means of patents.
If you have any questions or need additional information, please contact us at info@lickslegal.com

>> NEWS

Civil Procedure Code ready to enter in force
After almost 5 years being discussed in Congress, the new Brazilian Civil Procedure Code (“CPC”) was finally approved. The
final text was accepted on December 17, 2014 and the Bill is waiting for presidential sanction. The new Code will enter in
force one year after such authorization is published in the Official Gazette. It will replace and revoke the old Code, which is
in force since January 1, 1974.
The idea behind the new Code is to streamline the legal procedure, increasing the effectiveness and diminishing the
duration of the proceedings. This will be possible with less appeals and motions available to the parties, the electronic
seizure of assets by the courts, the use of precedents for deciding the cases and other measures.
From among the several changes in the proceedings, new provisions on preliminary injunctions can benefit IP litigants.
Such provisions seem to better assist the parties in case of urgency, when it is necessary to have an immediate, or at least
not too delayed, answer from the Court.
Changes at third parties intervention may also be significant for patent owners when litigating for their rights. The new
Code regulates the amici curiae intervention and establishes that the decision accepting a company or individual as
amicus is unappealable.
If you have any questions or need additional information, please contact us at info@lickslegal.com

Federal IP Court overrides Brazilian PTO’s illegal resolution
The 25th Federal Court of Rio de Janeiro has recently decided a class action filed by the Brazilian Association of Industrial
Property Agents (ABAPI), ruling against the PTO. The matter in controversy is article 13 of a PTO’s Resolution from 2013,
which determines that patent or patent applications shall be shelved or terminated whenever more than one annual fee is
not paid. It also prohibits the restoration in such cases.
Such provision faced strong opposition by patent owners, attorneys and industrial property agents because, although the
patent statute determines the shelving or termination in case of default, the statute allows the restoration. The patent owner
or applicant can request such restoration within three months from publication of the notice of shelving or termination.
Judge Brandão held that challenged provision was illegal, since it was clearly contrary to the patent statute, which
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guarantees that the PTO must notify the patentee and give him the chance to restore the patent or application. The Court
declared void all the shelving and terminations determined by the PTO with grounds on article 13 and stayed the effects
of such provision.
If you have any questions or need additional information, please contact us at info@lickslegal.com

Copyright cases are now decided by Rio de Janeiro business courts
According to the current Rio de Janeiro Judiciary Organization Code (CODJERJ), which is in force since January 14, new
copyright lawsuits will be decided by judges from business courts, in charge of deciding trademarks, patents and bankruptcy.
The business courts have now exclusive statutory authority to decide copyright lawsuits, which before the new Code were
decided by civil courts.
If you have any questions or need additional information, please contact us at info@lickslegal.com

New list of Strategic Products for the Brazilian Unified Health
System (SUS)
On December 31, 2014, the Ministry of Health (MoH) issued the Annual List of Strategic Products for SUS (Ordinance No. 2.888),
presenting the products that are eligible for being subject to public-private partnerships for the productive development (PDP).
The PDPs result from the Federal Government’s effort to establish a pharmaceutical technology transfer program, seeking
to decrease the high amounts of money spent for purchasing medicines to supply SUS beneficiaries. These partnerships
are signed upon the needs of the public health system and according to the demands annually announced by the MoH.
The new list has 11 drugs, from which five are biological drugs (see chart).
It is worth mentioning that five drugs are back to the list, since they were subject to previous PDPs terminated by the MoH
in the end of 2014. Given the high number of PDP proposals returned to the Brazilian Public Institutions by the MoH, to
comply with the new PDP guidelines, it will not be a surprise if a new and larger list of products is issued during the year.
New opportunities may arise.
If you have any questions or need additional information, please contact us at info@lickslegal.com

Brazilian PTO compelled to satisfactorily ground its decisions
The 13th Federal District Court of Rio de Janeiro, specialized in IP cases, has recently compelled the PTO to reanalyze 22
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decisions denying trademark applications since it did not present the satisfactory grounds of such decisions.
The PTO had dismissed the applications merely stating that they had to be rejected despite a coexistence agreement
reached between the applicants and a third party. The PTO did not present any reasons concerning the apparent
insufficiency of the agreement.
Judge Nunes understood the PTO did not comply with its duty to satisfactorily inform the grounds of its decisions,
established in the Federal Constitution. The court ordered the PTO to reanalyze the rejections and publish the explicit
grounds of its decisions in the Official Gazette. After the publication, the applicant will have the opportunity for filing an
administrative appeal against the PTO’s new decisions.
This outcome also sets an important boundary against administrative abuses and illegal conducts.
If you have any questions or need additional information, please contact us at info@lickslegal.com
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