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Eugene Goryunov, Partner at Haynes & Boone and US patent specialist,
Andrew Sharples, Partner at EIP and UK patent specialist, and Thomas Hirse,
Partner at CMS Hasche Sigle and German patent specialist, each provide
an overview on the jurisdictional differences of FRAND.
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LIFE SCIENCES PATENTS IN BRAZIL

Hot topics on
Life Sciences
Patents in Brazil

Gabriela Salerno, Partner at Montaury Pimenta, Machado & Vieira de Mello,
provides an overview of six topics introduced with the latest Guidelines for

Life Sciences patents in Brazil.

ver the last 5 years, the Brazilian Patent
OOffice has been adopting measures

to reduce the backlog in patent
examination combined with several improve-
ments in its examination guidelines to perform
a high-quality technical examination. In addition,
the pandemic scenario has brought other sensitive
discussions regarding the Brazilian patent
system and its impact on public health issues.
This article aims at providing an overview of six
topics that directly affects Life Sciences patents
in Brazil.

. Updated version of the

Guidelines for Examination

of Patent Applications in

the Biotechnology Field
The first version of the Guidelines for Examination
of Patent Applications in the Biotechnology
Field issued by the Brazilian PTO was published
in 2002 after the Brazilian IP Law was amended
to accept the filing of patent applications
claiming chemistry- and biotech-related subject
matter. This first document looked more like a
draft, and it was very limited in terms of scope.

It was only in 2015 that the Brazilian PTO
finally published detailed Guidelines to orientate
both the Examiners and Applicants as to the rules
that should be applied in this specific techno-
logical field. The big issue is that every year the
biotech industry achieves huge development, so
these Guidelines became outdated quite fast.
Therefore, an updated version of the Guidelines

was issued in 2020 in an attempt to correct this
technological gap of five years. Many improve-
ments were made in this regard, such as the
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of several
examples of
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antibody
claims in
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local
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inclusion of several examples of ways to draft
antibody claims in accordance with the local
practice. Itisimportant to mention that the definition
of antibodies in terms of percentage of identity/
similarity is still not allowed in Brazil because
according to the Guidelines, the characterization
of a sequence of interest based on the identity
percentage is very broad and generally includes
in its scope sequences not supported by the
specification or that do not fulfill the patentability
requirements. In addition, the Guidelines states
that in general, the specification does not provide
enough information that would allow the
reproduction of all the sequences covered by a
definition made in terms of percentage of identity/
similarity. On the other hand, a relevant progress
was made with the acceptance of Markush
formulas to define biological sequences, either
for nucleotide or amino acid sequences.

The Brazilian PTO itself recognizes that it
should not take so much time to update the
Biotech Guidelines under the penalty of
becoming obsolete and not covering important
topics in the biotechnology filed. For example,
these Guidelines do not cover specific rules to
examine patent applications related to CRISPR
technology. Therefore, patent specialists in
Brazil defend that these Guidelines be updated
at least every year in order to keep up with the
developments in the biotech field.

Il. New Guidelines for
Examination of Patent
Applications in the
Chemistry Field

Different from the Guidelines in the
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biotechnology field addressed in above item |,
the first (and only) version of the Guidelines
for Examination of Patent Applications in the

Chemistry Field was published in 2018. The Anvisa

main reason for this apparent delay is that some

topics related to the chemistry field were cannOt

addressed in the BPTO's general guidelines for prevent the

examining patent applications belonging to any 3

technological field. grantlng
The most relevant aspects of the Guidelines Of patents

specifically drafted for chemistry-related patent

applications are: (1) an entire chapter with ~AINYINOXe

the objective of clarifying certain aspects of . .

substantive examination of stereoisomers and WhICh 1S

different polymorphic forms of a chemical @ very

compound; (2) the fact that the Brazilian PTO St

has unexpectedly changed its strict position P°51tlve

regarding what should be accepted when Outcome.

claiming a composition for medical use, and (3)
a full chapter detailing key issues of the
requirements to obtain protection for a new
medical use of a known substance.

More than 3 years have passed since these
Guidelines came into effect and the outcome is
positive. The Brazilian PTO not only clarified the
examination of important aspects that had 9.
never been discussed before, but also became
more flexible in terms of claim language by
accepting new ways of drafting claims related
to medical compositions.

e

lll. Ampliation of the Options
for Fast-Track Examination

One aspect that had special attention in the

Brazilian PTO in the last couple of years was the

effort to adopt fast-track examination for various

groups of inventions. The BPTO currently has

17 ways to accelerate examination of patent

applications with relevant improvements

particularly in the ampliation of PPH agreements
and new eligible categories, such as startups,
and SMEs (smalland medium-sized enterprises).

A summarized list of the options of fast-track

examination in Brazil is provided below:

1. the applicant is 60 years old or more;

2. the applicant is a physically or mentally
disabling disease;

3. the applicant bears a severe illness;

4. the applicant is a micro or small company,
or an individual microentrepreneur;

5. the applicant is an Institution of Science,
Technology and Innovation;

6. the applicantis a Startup;

7. the application covers a ‘green”
technology (environmentally friendly
technology);

8. the application covers a technology
directed to the diagnosis, prophylaxis
and/or treatment of AIDS, cancer, rare or
neglected diseases;
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the object of the application is related to a
pharmaceutical product, process,
equipment and/or material for use in the
diagnosis, prophylaxis and/or treatment of
COVID-19;

the application covers products,
processes or equipment considered
strategic by public policies of the Ministry
of Health (in this case, only the Ministry of
Health can request the fast-track
examination);
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11. the application refers to a technology of
public interest or national emergency;

12. if a granted patent is a condition for the
applicant to receive financial aids;

13. the object of the application is being
reproduced in Brazil without applicant's
consent;

14. third parties being accused of
infringement;

15. third parties formerly using a technology
that was later filed as a patent;

16. the application belongs to a patent family
which first application was filed in Brazil;
and

17. the application was granted in one or
more countries that have a PPH
agreement with Brazil.

ltems 8 and g are particularly related to the

life sciences field, but in principle all the above-
mentioned options can be used to speed up the
examination of life sciences-related patent
applications provided that they fulfill one of the
requirements 1 to 17. According to statistics
provided by the Brazilian PTO, almost 5,000
requirements of fast-track examination were
filed in the last five years. The average time between
the fast-track examination request and the final
decision on the merits of the invention is about
one year, which corresponds to a very short period
if compared to the regular timeframe of approx-
imately six years to grant a patent in Brazil.

IV. Change in the workflow with
the Brazilian Health Agency
(Anvisa)

Another relevant decision that directly impacted

the life sciences field, more specifically the

patent applications related to pharmaceutical
products and processes, was the change in the
workflow between the Brazilian PTO and the

Brazilian Health Agency (Anvisa).

According to the Brazilian IP Law, all patent
applications related to pharmaceutical processes
and products must be submitted to Anvisa to
obtain its prior consent. Before 2017, Anvisa had
the right to issue opinions on the patentability of
inventions related to substances of interest to
SUS (Brazilian Unified Health System). If the
Applicant was not able to overcome Anvisa's
objections, then the Brazilian PTO could not
perform technical examination of the patent
application. This procedure resulted in a certain
amount of patent applications stuck in the
Brazilian PTO without a final decision on the
merits of the invention.

After the publication of a Joint Ordinance
between the Brazilian PTO and the Brazilian
Health Agency (Anvisa) in 2017, the Agency only
analyses whether the object of the patent
application includes substances of prohibited
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by 80%.

use in the country and, if so, requests that the
applicant remove these substances from the
scope of the claimed invention. Anvisa can still
issue opinions on the patentability of inventions
related to substances of interest to SUS.
However, these opinions are taken by the BPTO
as third-party observations. Therefore, Anvisa
cannot prevent the granting of patents anymore
which is a very positive outcome of the change
in the examination workflow between the
Brazilian PTO and Anvisa.

V. Recent Brazilian Supreme
Court Decision on Patent Term
for Pharmaceutical Products
and Processes

On May 6, 2021, the Brazilian Supreme Court

decided that the sole paragraph of Section 40

of the Brazilian IP Law is unconstitutional. This

legal provision allowed a minimum validity term
of 10 years for patents of invention and seven
years for utility models, counted from the
granting date. After this decision, all patents
granted will be valid for 20 years counted from
the filing date, regardless of the time spent by
the Brazilian PTO to examine the applications. In
addition, the decision applies retroactively to
already granted patents related to pharma-
ceutical products and processes, as well as
equipment and materials for use in healthcare.

This ex tunc effect of the decision also covers

patents that were subject to lawsuits

challenging the 10-year rule filed by April 07,

2021, irrespective of the technological field.

Since the Supreme Court decision did not
provide any information on how to determine
whether a patent relates or not to the group of
cases defined as “pharmaceutical products and
processes, medical equipment and materials
for use in healthcare”, this classification is being
made by the Brazilian PTO based on the
following criteria:

(@) Patents that were sent to Anvisa for
prior consent;

(b) Patents having the following IPC
classifications: A61B, A61C, A61D, AG1F,
AB1G, A61H, AB1J, A61L, A61M, ABGIN; HO5G
(technologies associated with medicine
according to WIPO);

(c) Patents having the following IPC
classifications: A61K/6, C12Q/1, GO1N/33,
G16H;

(d) Patents having a published lawsuit
decision; and

(e) Granted Certificates of Addition.

The granted patents affected by the retro-
active effect are being reissued with the validity
term adjusted in the BPTO Official Bulletin. In
case of patents for which the 20-year term
counted from the filing date has already
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elapsed, the extinction of the patent is being
subsequently published.

VI. The Brazilian PTO efforts
to tackle the backlog in
technical examination
The plan implemented by the Brazilian PTO to
tackle the patent backlog reduced 51.2% pending
patent applications in 2020. The final goal is to
reduce the number of applications pending
decision by 80%, in addition to reducing the
average grant term to approximately two years.
The strategy used by the BPTO to achieve the
proposed goal is relatively simple: use the
results of the analysis of patent applications in
other countries and regions, such as e.g. the
examination performed by the USPTO and EPO.
Currently, the areas most affected by the
delay in granting patents in Brazil are chemistry,
mechanical engineering and electrical
engineering. The chemistry area alone, which

Approx.
89,000
applications
were
examined in
almost two

years out of
150,000.

Brazilian PTO current backlog based on the technological area
(updated on May 06, 2021)

Chemistry 23,130
13,540

Mechanical Engineering

Electrical Engineering

Instruments

Others

7,580

BACKLOG - UPDATED ON MAY 26, 2021

Formal
Ready to be ANVISA examination
examined 1% 1%

3%
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includes patent applications of the pharmaceutical
and biotechnology fields, is responsible for
almost 40% of the current backlog (please see
the chart below).

According to the Brazilian PTO, approximately
89,000 applications were examined in almost
two years out of 150,000 applications pending
examination, thus reducing the backlog in about
607%. Additionally, according to a recent update
provided by the Brazilian PTO, among the
pending patent applications, 33% are already
under examination (please see the chart below).
This means that by keeping this pace, the
Brazilian PTO will probably be able to solve the
backlog issue in a couple of years.

Conclusion

As can be seen from the above discussion, the
Brazilian PTO is putting a lot of effort to provide
a high standard technical examination while at
the same time has made considerable progress
in the plan to reduce the backlog in patent
examination. These measures have a direct
impact in the life sciences field because patent
applications in this area could benefit from new
examination guidelines addressing relevant
topics specifically related to biotechnology and
chemistry. These developments bring more
legal certainty to applicants that seek patent
protection in Brazil.

Regarding the Brazilian Supreme Court decision
to abolish the 10-year minimum term of validity
for patents of invention, IP specialists are
analyzing the options to minimize the damages
caused to patentees and one of the goals
now is to have the financial autonomy of the
Brazilian PTO implemented by the government.
Additionally, there are some remedies that can
be used in these cases such as filing lawsuits to
expedite the examination of pending applications
and even filing a petition before the Brazilian
PTO in the event the applicant believes that one
or more patents should not be affected by this
decision because they do not actually refer to
pharmaceutical products and processes, or to
equipment and materials for use in healthcare.

Contact

Montaury Pimenta, Machado &

Vieira de Mello

Av. Almirante Barroso, 139,

7° andar, Centro,

Rio de Janeiro, Brasil, CEP . ZIP 20.031-005
Tel.: +55 21 2524-0510
montaury@montaury.com.br
wWww.montaury.com.br
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