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The new corona virus is posing a variety of challenges around the world. However, for
the countries that suffered the most with virus, the scale of the challenge is particularly significant.
In Brazil, one of the most affected countries in the world, the issues of corona virus, intellectual
property, and the development business environment are increasingly being considered
simultaneously. Brazil has historically had particular systems with the processing of
pharmaceutical patents. However, in the wake of the current pandemic, two bills have recently
been introduced to address issues regarding IP and pharmaceutical patents. The contents of these

two bills are as follows.
1- Conversion Bill 15/2021 (PLV 15/2021) and Provisional Measure 1040/21 (MP 1040/21)

This bill is formed from the conversion of a Provisional Measures (MP) issued in
March 2021 (a Provisional Measures (MP) is a binding decree similar to a law, but can be
independently issued by the President in cases of urgency), and its main purpose is to improve the
business environment by promoting the opening of new businesses. The bill includes the removal
of Article 229-C of the Brazilian Industrial Property Code, which stipulates a prior approval
system by the Brazilian FDA (ANVISA) as a requirement for granting pharmaceutical patents.

Pharmaceutical patent applications filed with the Brazilian Patent Office (INPI) will
also be sent to ANVISA as part of the ANVISA prior approval procedure, where ANVISA will
review the application for public health impact, and approved applications will be returned to
INPI for substantive examination of the patent requirements. This system was established by a
2001 Amendment to the Brazilian Industrial Property Law, and has been placing a heavy burden
on pharmaceutical companies.

On June 23, 2021, Provisional Measure 1040/21 was approved by the Lower House
and converted into a Bill. Then, on August 4, the Senate passed the Bill and forwarded it again to
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the Lower House, because additional revisions were included. In the session of August 5, the
Lower House rejected the revisions proposed by the Senate, and on August 6, the Bill was
approved and forwarded by President Bolsonaro. It can be said that the process of patenting
pharmaceutical inventions in Brazil will be more expeditious, although it is believed that further

regulation will be necessary after the legislation is passed.

2- Bill 12/2021 (PL 12/2021)

In Brazil, a compulsory license system based on the TRIPS Agreement has been in
place since the current law was enacted. Articles 68 to 74 of the Patent Law stipulates compulsory
licensing as possible when the patentee is not producing the product locally (Article 68(1)(a))
including compulsory licensing for importing and when the patentee is importing the product
(Article 68(4)).

In Brazil, Bill No. 12/2021 was submitted in January 2021 on the grounds of
expediting the national immunization program due to the new corona virus pandemic. This Bill
modifies the requirements for compulsory license under Article 71 of the Industrial Property Law.
In Article 71 of the original Brazilian Industrial Property Law, for a compulsory license to be
enacted, it must fall under either "emergéncia nacional" (national emergency) or "interesse
publico" (public interest). The amended Bill introduces another option to enact compulsory
license, which is "estado de calamidade publica de 4mbito nacional” (nationwide state of public
calamity). Therefore, the interpretation of "estado de calamidade publica de ambito nacional" is
the key point. Currently, "estado de calamidade publica de ambito nacional" indicates only new
corona virus. However, this may then be broadened in the future. A summary of other
amendments made by the Bill is as follows

* The Brazilian Executive Branch must publish, within 30 days after the state of emergency or
public calamity declaration date, the list of patents or patent applications which technologies
may be useful to manage these situations. There is an exception for patents or patent
applications subject to a technology transfer agreement or voluntary licensing capable of
ensuring internal demand ;

* The Brazilian Executive Branch will perform — within 30 days, extendable for an equal
period — individualized evaluation of the listed technologies and will grant compulsory
licenses only to manufacturers having production capacity ;

« The patent or patent application holder must provide information for the reproduction of the
protected subject matter and other applicable technical aspects, as well as tests results and

other necessary data, under risk of the patent being declared revoked ;
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* The compulsory license may also be granted by the Brazilian Congress, regardless of the
Brazilian Executive Branch act, having a validity term limited to the period in which the state
of emergency lasts ;

* The holder of a patent or patent application subject to a compulsory license will receive 1.5%
of the net sales price of the product associated with it, until the compensation to the holder is
effectively established. The compensation will be due only if the patent is granted ;

* The BRPTO will prioritize the examination of patent applications that are subject to
compulsory licensing ;

. Products subject to sanitary surveillance regime may only be marketed after
authorization has been granted by Brazilian FDA, whether for use on an emergency basis or
definitively ;

* Regardless of granting a compulsory license, the government will prioritize the execution of
technical cooperation agreements and contracts with the patent holder for the acquisition of
productive technology and the transfer process thereof ;

» For humanitarian reasons, compulsory licensing may be granted for patents on products
intended to be exported to countries with little to no manufacturing capacity in the

pharmaceutical sector.

Bill 12/2021 passed with amendments in the House of Representatives on July 6,
2021, and has now been forwarded to President Bolsonaro for sanction or veto. The response of
President Bolsonaro will be important as there are some polemic matters such as the possibility of
requiring the provision information for the reproduction of the protected subject matter and other
applicable technical aspects, as well as tests results and other necessary data. Also, after the Bill is
in force, the new provisions will have to be regulated in a more detailed matter.



