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This document aims to support the Users of the Brazilian Biodiversity in complying with their
obligations under Law 13,123/2015 and its regulations. Please note that the legal text is the
only authentic legal reference and that the information included in this document should not be
considered as legal or technical advice. Utilizing the information presented herewith is the User’s
exclusive responsibility, for which ABIHPEC and GSS take no responsibility whatsoever nor for any
actions taken based on the information presented in this document.
The contents of this Guidebook consist on an interpretation of Law 13,123/2015 and Decree
8,776/2016 by specialists on this subject and it reflect their best understanding of the current
norms. Differences of interpretation may arise during the application of the Law and the operation of SisGen – the National System for the Management of Genetic Heritage and Associated
Traditional Knowledge.

ABIHPEC
CEO STATEMENT
The Brazilian territory possesses the greatest biodiversity on the planet, the biggest fresh water reserves and the
remaining tropical forests of the world, which are home to
thousands of species of animals, plants and microorganisms.
With the presence of such important biomes, Brazil is an
international reference of landscape and biodiversity itself.
Having a history marked by human intervention, we support
the preservation and the due and responsible utilization of
our nature.
Since 2001, Brazilian Association of the Cosmetics, Toiletry and Fragrance Industry – ABIHPEC has been in consultations with the government and other stakeholders, seeking
a new Regulatory Framework that promotes the sustainable
use of the Brazilian Biodiversity. Then, in May 2015, Law No.
13,123 was sanctioned addressing the access to Brazil’s Genetic Heritage and associated traditional knowledge.
Our entity has always strived for a regulatory framework
that guaranteed a fair sharing of benefits, without jeopardizing new projects, while also simplifying procedures, providing legal security and, most of all, encouraging investments
in R&D, guaranteeing more innovation and more technologies related to biodiversity and more sustainable products
for the country.
This Guidebook on Access to the Brazilian Biodiversity
is an initiative of ABIHPEC, which seeks not only to provide
guidance to companies of our industry in complying with the

dispositions of new Law of Access to Biodiversity, but also
to raise awareness in the Cosmetics, Toiletry and Fragrance
Industry on the importance of implementing an environmental policy grounded on competitivity, that also respects the
environment, the quality of living of the society and the open
and transparent dialogue across all actors involved.
João Carlos Basilio
CEO of ABIHPEC

INTRODUCTION
The norms on access to Genetic Heritage and Associated Traditional Knowledge contained in Provisional Measure Nº. 2,186-16/2001
had been effective up to November 16, 2015. Although this had been
considered an innovative legislation at the time, in practice, its dispositions have demonstrated to be of difficult application and to have
caveats that brought legal insecurity. Replaced by the Biodiversity Law
Nº. 13,123 of May 20, 2015, which became effective from November
17, 2015, new rules for the access to Genetic Heritage and Associated
Traditional Knowledge were introduced in Brazil, including innovative
and secure possibilities for individuals wishing to regularize and adjust
their research and technological development activities related to the
Brazilian biodiversity.
However, as with any new legislation, the Biodiversity Law has
brought a number of questions to the user, even if its main objective
had been precisely to facilitate the process and bring the so-desired
legal security.
ABIHPEC – Brazilian Association of the Cosmetics, Toiletry and
Fragrance Industry has developed this Guidebook on Access to the
Brazilian Biodiversity wishing to support the businesses of our industry
in the correct comprehension and compliance with the new norms.
ABIHPEC counts today with more than 420 associated companies
of different sizes, corresponding to 94% of the total revenue of the industry. Across 20 years of activity, the entity supports actions focused
on the progress of our industry, through fronts that promote the internationalization, innovation, sustainability, regulation and the projection of companies of the Cosmetics, Toiletry and Fragrance Industry.
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CONVENTION ON
BIOLOGICAL DIVERSITY
The United Nations Conference on Environment and Development
held in Rio de Janeiro in June 1992 (ECO 92) marked the signature of
the Convention on Biological Diversity (CBD), an international agreement in which the Parties undertook the commitment of taking care of
the planet’s biodiversity.
The CBD was established and structured over three main guiding
principles:
•
•
•

The conservation of biological diversity;
The sustainable use of biodiversity;
The fair and equitable sharing of benefits arising from the use
of genetic resources.

The Convention became effective on December 29, 1993, and has
today 196 Parties, including Brazil. The CBD tends to encompass everything that refers to biodiversity, either directly or indirectly.
International Conventions and Protocols are instruments used to
establish legally-binding rules of behavior between two or more States.
The States that are subjected to the obligations of the Convention are
called “Signatory Parties to the Convention”. Therefore, seeking to
provide a clearer understanding of this Guidebook, the term “Party”
shall refer to a “Signatory Party to an international instrument”.
From the CBD, other more specific environmental agreements and
conventions have been established, such as: The Cartagena Protocol
on Biosafety; the International Treaty on Plant Genetic Resources for
Food and Agriculture (IT PGRFA); the Bonn Guidelines; the Guidelines
on Biodiversity and Tourism Development; the Addis Abeba Principles
and Guidelines for the Sustainable Use of Biodiversity; the Guidelines
9

for the Prevention, Control and Eradication of Invasive Alien Species;
the Guidelines and Principles of the Ecosystem Approach for the Management of Biodiversity Management; and the Nagoya Protocol.
An advancement introduced by the CDB in its decisions was the sovereignty of countries on their own genetic resources. Do you know
what that means?
This means that Brazil has sovereign rights over all its genetic resources, being responsible for, above all things, protecting the knowledge of traditional peoples. But other countries also can and must
define their own internal norms.
Here we will talk about the Brazilian rules.
Representatives of the 196 member-countries of the CBD gather
together every two years to discuss previously-defined objectives and
initiate new negotiations. These meetings are called Conference of
the Parties – COP. Brazil has had the opportunity of hosting one of
such meetings in 2006 in the city of Curitiba. The most recent one
took place in Cancun, Mexico, and the next one will be in Egypt in
2018. The business sector has been increasingly taking part in these
meetings to follow their discussions and to contribute with concrete
cases for the decision-making process of the member-countries.

NAGOYA PROTOCOL (NP)
Within the CBD, a Working
Group on Access and Benefit-Sharing (ABS) had been created.
One of the outcomes of this
group was the signature of the Nagoya Protocol (NP), adopted in 2010
during the Conference of the Parties to the CBD, becoming effective
from 2014.
10

Whenever you see the
acronym ABS, whether in
this guidebook or in any
other context related to
natural inputs and national
or international norms,
note that it encompasses
everything related to access
and Benefit-Sharing!

This is a legally-binding document, i.e. it establishes legally-binding rules and penalties that all Parties must comply with in all their
dispositions.
The objective of the referred Protocol is the fair and equitable sharing of the benefits arising from the use of genetic resources, including
through access to genetic resources and the transfer of relevant technologies, taking full consideration of all rights related to such resources and technologies, as well as their appropriate financing, thus contributing to the conservation of biological diversity and the sustainable
use of its components.
The NP represents greater legal security and transparency in relationships and exports of biological diversity between member-countries and their suppliers, as well as a continued effort for the protection
of such resources.
Please note that this is a global concern: creating norms on access
to Genetic Heritage and Benefit-Sharing.
Many countries already have their own rules in place to secure their
sovereign rights over the natural riches of their own territories.
Brazil, however, is not yet a Party to the Nagoya Protocol, and has
been working since 2011 to incorporate its rules to the country. The
new Law has already adopted the obligations of the Nagoya Protocol
and the country must comply with the legislation of all other 961 member-countries.
Therefore, the use of natural resources, in particular Genetic Heritage and associated traditional knowledge, started to be regulated all
over the globe, making this a crucial element in the decision-making
process of companies working with natural inputs, whether in Brazil or
abroad.

1
Number updated according to website https://absch.cbd.
int/ accessed on June 23, 2017. This number is subject to change.
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THE BIODIVERSITY Law AND
THE COSMETICS, TOILETRY AND
FRAGRANCE INDUSTRY
01. What is the Biodiversity Law?
Law 13,123, which became effective on November 17, 2015, has
the objective of promoting the sustainable use of the genetic resources of biodiversity and to encourage companies to invest in the Brazilian natural assets and regularize their activities. This is all to be accomplished through a self-declaratory system of registry of research and
development activities involving the Brazilian biodiversity.
This system was envisaged to replace the previous procedures of
prior authorization from CGen, looking to systematize, unify and speed
up the former sluggish and costly procedural/administrative system.

02. How is the Cosmetics, Toiletry and Fragrance Industry affected by
the new Biodiversity Law?

Provider of in natura input
(seeds, fruits, husk, leaves,
oils, etc.) or of Associated
Traditional knowledge

Manufacturer of raw material

Raw material
distributor

Consumer

BRAND

Innovation
institutions

Points of sale
Service provider
(outsourced)
Importer, commercial
representative of companies
abroad
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Affiliates, subsidiaries,
controllers, associates of
international companies

03. What is the subject matter of Law 13,123/2015?
Access
Research
Activity:
Theoretical or experimental
Subject Matter:
i) Genetic Heritage or
ii) Associated traditional knowledge
Objective:
To produce new knowledge
How:
Systematic process to outline and test
hypotheses and theories, describe and
interpret the fundamentals of observable facts and phenomena

Technological Development
Systematic work on:
i)
Genetic Heritage or
ii) Associated traditional knowledge
How:
Obtained from research or practical
experience
Objective:
i) Develop new materials, products
or devices
ii) Improve or develop new processes
Purpose:
Economic exploitation

Access – Research and Technological Development
Genetic Heritage
Systematic work on:
Information on the genetic origin of
species:
• Plants
• Animals
• Microbials (microfungi, bacteria,
microalgae, etc.)
• Other natural organisms
(viruses, prions, etc.)
Including substances derived from the
metabolism of these living beings

Associated Traditional
Knowledge
Information or Practices of:
- Indigenous populations
- Traditional communities
- Traditional farmers
About what?
Properties or direct or indirect uses
associated to genetic heritage.

In general terms, the Law regulates the access (i.e. research and
technological development) on Genetic Heritage and Associated Traditional Knowledge and the economic exploitation of products derived from such access. Therefore, to understand Law 13,123/2015 it
is necessary to, first of all, understand the concept of “access”.
13

We can consider as an example of applied research the discovery of new functional characteristics of a specimen already commonly
used or the verification of actions described in related literature, such
as the emollient properties of murumuru (Astrocaryum murumuru).
After the emollient property of murumuru has been confirmed, the
development of a moisturizer classifies as a technological development of a new product.
The Law establishes that, if this research and technological development carried out by a company results in a product, part of the
benefits arising from the commercial exploitation of such product
need to be shared.

But why?
The Genetic Heritage is an asset of common use by the people,
i.e. it belongs to all of us. The State (the government) is responsible for
protecting our heritage, and therefore it must manage the sharing of
its benefits.
On the other hand, those who hold or understand the properties
and uses of such species or Genetic Heritage shall be entitled to receive part of the benefits, since it was this knowledge, maintained and
transmitted across generations, that has helped in the development of
the product.

And what is the Benefit-Sharing?
If there is economic exploitation, i.e. if a product is manufactured
from the research and development on Genetic Heritage or the
associated traditional knowledge, part of the resulting benefits must be
shared to promote the conservation and sustainable use of biological
diversity in Brazil and abroad.
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04. Does the Law apply to the whole production process? What is the
responsibility of each of the actors in the production chain?
Manufacturer of by-product
These are companies that develop and manufacture all kinds of
raw materials used for the development of Cosmetics, Toiletry and Fragrance products. These products are defined in the Law as by-products,
those whose nature is to be used by the production chain, adding value
to the production process, be in the condition of input, excipient or
raw material, for the development of other by-products or an finished
product .
Among these products we have fragrances, extracts, oils, scents,
synthetic products, butters and others. Quite often these are the companies that discover new properties and offer a portfolio of products
(raw materials) with great potential for brands of Cosmetics, Toiletry and
Fragrance products, either because of a tendency and popularity in using natural inputs in their formulas, or because of the new properties or
functions discovered!
All raw materials developed from access to the country’s Genetic
Heritage or Associated Traditional Knowledge must be registered in
their respective access registries – SisGen. But beware: the registry of
access in such cases must be made prior to the commercialization of the
by-product, patent request, remittance or publication of results, either
final or partial, in scientific media or means of communication!

Some products may be considered both as a by-product
and an finished product , therefore it is required that the
user informs in the registry of access that one of the outcomes produced is a by-product and notify about any end
products.
Also, in the case of economic exploitation of the end
product, the Benefit-Sharing is mandatory.
15

Distributor of raw materials
Companies that are the commercial representatives of multiple
brands of raw material manufacturers. They only commercialize raw
materials and inputs to be used by the industries of finished product s.
This company does not need to take any action before CGen or
make any kind of register in SisGen.
BUT TAKE NOTICE! Request a declaration of traceability for the
raw material you intend to commercialize, demand the registry number if any access was involved, as well as the scientific name of any
species that compose the raw-material and, whenever possible, the
place of origin of these samples in natura. Your client will request
these information from you.
If you are the importer of the raw-material manufactured abroad,
you may bear joint liability if the manufacturer fails to comply with the
legal requirements in Brazil.
In any case, who should register the research and obtain a registry number to ensure the traceability of the raw material is the agent
responsible for the research focused on developing the input, as per
the previous item “manufacturer of by-product”, i.e. the one who has
carried out the first access.
Innovation Institution – research and development
These are institutions that carry out scientific research focused on
technological innovation. We know that the concept of research is very
broad, from basic research to experimental development. To clarify,
we shall consider as technological innovation the conception of a new
product or manufacturing process, as well as the added value of new
functionalities or characteristics to the product or process to improve
their competitiveness in the market.
In the production chain of a cosmetic product, an Innovation Institution may be the one which carries out the basic research, develops
16

new ingredients or even develops new products that reach the final
consumer.
If you intend to make innovations with the look and feel of
Brazil, using inputs from our biodiversity, take notice that
this is regulated by the Biodiversity Law. Your research must
then be registered in SisGen.

Service provider companies
Companies don’t always take care of all stages of the development
and manufacturing of a product all the way to the final consumer, going
through the research, the development of the formula, the manufacturing of finished product s and also having their own retailers. There
are the so-called “outsourced services”: those who manufacture, upon
demand, the products that will reach the final consumer. In some cases,
the outsourced company develops the formula and offers it to their
clients, and in other cases they just manufacture the product following
the guidance and the formula already developed by their client.
Whichever is the nature of your work, both situations are included
under the scope of the Law. If you research and develop a formula, the
activity must be registered. If it results in a product: The CGen must
be notified. If the manufactured product is an finished product , developed by your client, you will be responsible for the notification on the
product and the due percentage charged as Benefit-Sharing shall be
levied on this segment of the production chain.
The owner of the brand may freely negotiate with
the service provider the best means of providing the
Benefit-Sharing, as well as meeting any other obligations
established by the Law.
It should be noted that in order to define who the manufacturer
of the finished product is, it is important to understand the definition
of finished product and the definition of the main elements that add
value to it.
17

Brand Owner
If you are the owner of the “brand” and intends to commercialize the
finished product , either by yourself of through third parties, please
ensure that the manufacturer has complied with all the previously
mentioned stages, including the registry of the research and the product notification. In some cases, the brand may have direct obligations
before CGen, if it has contributed to the manufacturing of the finished
product with the main element that adds value to it.
Please remember: it is your trademark that will be exposed before
the consumer!
Importer and commercial representative of products
manufactured abroad
Initially, the importer or commercial representative has no direct
obligations before the CGen, but this understanding must be confirmed by CGen considering that, as the importer bears joint liability
for the Benefit-Sharing, it is not clear which additional obligations
they may have before the Council.
If the finished product has not been manufactured in Brazil, the
importer or commercial representative of the foreign manufacturer
in the national territory will be jointly liable for the Benefit-Sharing.
BE AWARE! In the absence of availability of any information essential to determining the calculation basis for the Benefit-Sharing, the
Union shall arbitrate the base value according to the best information available, considering the percentages determined by this Law.

Affiliates, subsidiaries, controllers and associates
of international companies
The same rules applied to importers and commercial representatives of finished product s in Brazil shall apply to the affiliates, subsidiaries, controllers or associates of international companies.
18

Consider this as an opportunity! You can bring the information on
Law 13,123/2015 to the awareness of your headquarters or the manufacturer of the finished product abroad.

Points of sale in general - stores, sales consultants,
drugstores, markets, franchises…
The points of sale do not have any kind of obligation under
Law 13,123/2015. These are only a sales channel that interacts directly
with the end consumer.
The examples above were created according to the most common
models of organization in the industry. More specific models shall be
analyzed on a case-by-case basis.

05. Is the provider of raw material “associated” to a foreign company
that does not comply with the obligations of the Law?

The provider of raw material cannot be considered an “associated” company under the terms of Law 13,123/2015 and, therefore,
cannot be held jointly liable in case of breach or non-compliance with
the Brazilian legislation.
A raw-material – i.e. a by-product – may have different uses by different industries. The mere commercialization or, in this case, the export of a raw material to another foreign company does not classify as
a breach against the Law on access to the Genetic Heritage of Brazil.
But take notice: if the export has the objective of providing access
(developing a product from the raw material, for example) abroad, it
may be considered an international remittance.
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GENETIC HERITAGE
06. What is genetic heritage?
As seen in the previous chapter, the Biodiversity Law regulates the
use and the activities related to Genetic Heritage and the traditional
knowledge associated to it. But you may be asking: how can I know
what is genetic heritage? The answer is very simple: the Biodiversity
Law clearly states that it refers to the genetic information of living
beings!
Which species of living beings?
Animals, plants, microorganism, viruses, algae, fungi… all living
beings, except human beings!

20

Besides these species, substances derived from their metabolism
are also part of the meaning of Genetic Heritage under the Biodiversity Law, i.e. everything that is originated from living organisms. Let us
look into some examples:
From animals you can extract: milk, honey, lanolin, tallow… and all
this may become raw materials for the production of a cosmetic product. For example, depending on the part of the plant that is used, it
is possible to obtain different products, such as butters, essential oils,
among other elements that may be used to compose the formula of a
cosmetic product!

07. What if the bacteria, virus, etc. is “extracted” in the Brazilian terri-

tory, from the human body or from an animal? Will it also be considered “genetic heritage”?
When we talk about microorganism, such as bacteria, viruses,
microalgae, yeast, etc. we are referring to organisms that cannot be
seen with the naked eye. In these cases they may have as their natural habitat our bodies, the soil, the body of an animal, or they can be
in plants, roots, seeds. Microorganisms are found everywhere! Therefore, if these microorganisms have been isolated (collected for the
purpose of access) here in Brazil, be it from the land, water, air, plants,
or even the body of a human being, animal or any living being, it WILL
BE considered a Brazilian Genetic Heritage and will be subjected to
the rules of the Biodiversity Law.
The Law and the Decree clearly establish what are the procedures
to prove that a microorganism has not been isolated from a subtract
found in the national territory. Keep the import documents attached
to your research papers.

08. What are domesticated or cultivated species and spontaneous
populations? Are they under the scope of the Law?

Yes, domesticated or cultivated species that have naturally acquired
21

their own distinctive characteristics in the Brazilian territory, including
those that form spontaneous populations, are under the scope of the
Biodiversity Law and their use will incur in some obligations for their
users. Therefore, it is important to understand these concepts. Thus,
all species whose evolutive process have been affected by humans to
meet their own needs will qualify as “domesticated” or “cultivated”,
and the scientific research and technological development with such
species shall be considered as access to the Brazilian genetic heritage.
The scientific research and technological development with spontaneous populations shall also be considered as access to the Brazilian genetic heritage. This way, we will know that we are dealing with a
spontaneous population when this population of species has been introduced in the national territory, even if domesticated, and are capable
of self-perpetuating naturally in the Brazilian ecosystems and habitats.
A Working Group has been created within CGen for a better interpretation of cases in which species have acquired “their own distinctive
characteristics” and the topic is still under discussion. The Group has
the objective of recommending criteria for the creation of one or more
lists of species to encompass all such cases and which will be published
by the Ministry of Agriculture, Livestock and Food Supply – MAPA.

09. How about species that naturally occur both in Brazil and in other
countries, are they under the scope of the Law?

Yes! But the first step to answer this question is to broaden our
technical vocabulary: we will frequently be faced with certain species that occur naturally in more than one country or region, they are
“non-endemic” species. We can mention as examples some Amazonian species, as the Amazon forest extends over more than one country,
specifically: Brazil, Bolivia, Colombia, Ecuador, Guyana, French Guyana, Peru, Suriname and Venezuela. Therefore, some Amazonian species may be native of both Brazil and Ecuador, for example. This will
depend on a study on the area of distribution and occurrence of each
species. The cases of cross-border species such as the one from the
example are addressed by the Nagoya Protocol.
22

The second and last step to solve this question is to clarify a difference between the now defunct Provisional Measure Nº. 2,186-16/2001
(MP) and the current Biodiversity Law: while the MP broadly adopted
the term “collection”, in the Biodiversity Law this terminology has
been permanently excluded, therefore corroborating the understanding that all native species, whether endemic or not, are covered under
the scope of the Biodiversity Law – independently of the place of collection, as long as they are native of that region.

10. If the raw material is developed from a native species of Brazil, but
which have been cultivated and collected outside the country, are
they under the scope of the Law?

As mentioned, the place of isolation of a species will only matter
for classifying cases related to microorganisms, as the new Law has
excluded any dispositions on the place of collection that had been
included in Provisional Measure Nº. 2,186-16/2001. For all other
species of living beings, independently of the place of collection or
cultivation, the classification as “native species” may result in a notification from the inspection agency on the Biodiversity Law. However,
it is important to observe the principle of territoriality in International
Law and wait for the ratification of the Nagoya Protocol from Brazil.

11. How do I know if a species is a Genetic Heritage of Brazil?
Will be considered a Genetic Heritage of Brazil all species of animal, plant or microbial (bacteria, microalgae and yeast) origin, as well
as viruses, algae, microalgae and any other living organisms (viruses,
prions, fungi and algae) (i) found in in situ conditions, (ii) domesticated
and (iii) spontaneous populations. May also be considered as Genetic
Heritage any of such species found in ex situ conditions, as long as
they are also found in in situ conditions in the national territory, continental platform, territorial waters or exclusive economic zone. Do
you find it complicated? There is no need to worry, specialists such as
biologists are ready to help you in this identification, which can be
23

made through the databases of the official websites and in specific
literature on the species that you intend to access.

12. Is there a list of species that are considered Genetic Heritage of

the country and which, therefore, require close observation of the
requirements of Law 13,123/15?
No. In the quality of a megadiverse country, delimitating the species that compose its biological diversity is not always an easy task!
For that reason, instead of producing a fixed and contradictory list in
the realm of Biological Sciences which would always be changing and
improving, to identify the Brazilian Genetic Heritage it is necessary
to study the classification of the areas of distribution and occurrence.
Such a study should comprise from the place of origin, to the processes of domestication, cultivation, existence of spontaneous populations and naturalization, bringing assurances to the utilization of the
species chosen as an ingredient for your product. A non-exhaustive
list, which can be used as a reference, is the List of Brazil’s Flora and
Fauna (biodiversity portal).

13. Is there a list of species that are not considered Genetic Heritage
of the country and which, therefore, can be used without further
concerns regarding Law 13,123/15?

Every day our scientists find new species and make new discoveries on their processes of evolution, cultivation, domestication and
human influence. As a consequence, there is no fixed list of exotic
species or species outside the scope of the Law, with the identification
of the biological diversity always depending on a case study.
It is worth-noting that the use of exotic species must also comply
with the legislation of its country of origin and that, in many cases,
they may differ from the Brazilian Law.
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14. If I use a synthetic raw material, am I subject to the requirements of
the Biodiversity Law?

Although synthetic raw materials were not covered in detail by the
Biodiversity Law, that does not mean that they are outside the scope
of the Law and, therefore, discretion is advised. The application of the
Law shall depend on the analysis of the development of each synthetic
raw material: if their development process falls under the concept of
access, as addressed in the beginning of this Guidebook, the given
raw material shall be subject to the obligations of the Biodiversity Law,
as well as the manufacturer of the finished product , as they bear Benefit-Sharing responsibility independently of having performed the access beforehand. For that reason, a transparent relationship between
the manufacturer of the by-product and the manufacturer of the finished product is essential.

15. But I will not go “in the field” to collect the plant, do I have to do
anything related to CGen?

The Genetic Heritage is a common asset of the people, therefore
being a responsibility of all of us, whether individual or legal entity,
public or private, national or foreign-based, to protect it and use it in a
sustainable manner. In that sense, the “agents” of the production and
commercialization chain of products derived from access to Genetic
Heritage have specific rights and obligations before CGen and the
Law, as shown in the beginning of this Guidebook. These responsibilities are compatible with the activity that they execute and is independent from the fact that they have made a field visit to the forest,
worked from a laboratory, or are from the industrial or commercial
sector. Some actors are required to register their activities, and others
to notify and share benefits.
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16. What if my supplier does not inform the composition of the raw
material, how can I know if it uses a Genetic Heritage from the
country?

To understand if a raw material is considered Genetic Heritage under the terms of the Biodiversity Law, it is mandatory to analyze the
ingredients of the by-product. This is the only way to identify your obligations in relation to the Law of Biodiversity and avoid legal sanctions
for unauthorized economic exploitation of finished product s derived
from access to Genetic Heritage or associated traditional knowledge,
or presenting misleading information, whether completely or only
in part, to the competent authorities. For that reason, maintaining a
transparent relationship with your supplier is essential to avoid risks to
your company.

17. But I am only saying that my product is “from Brazil”, although

I do not use any of its raw materials – am I still subjected to the
obligations of the Biodiversity Law?
To answer that question, we shall recapitulate what the Biodiversity
Law is about:

26

•

Access to the country’s genetic heritage;

•

Access to traditional knowledge associated to genetic heritage;

•

Economic exploitation of finished product or reproductive
material derived from access to Genetic Heritage or associated traditional knowledge; and

•

Fair and equitable sharing of the benefits arising from the
economic exploitation of finished product s or reproductive
material derived from access to Genetic Heritage or associated traditional knowledge.

Please note that the access to Genetic Heritage is the common
determining factor of all 4 items. Therefore, to fall under the scope of
the Law, your product or raw material must be derived from access to
Genetic Heritage (see definition of genetic heritage) or access to the
traditional knowledge associated to the genetic heritage.
But take caution, linking your product to Brazil may draw the attention of inspection bodies and, therefore, you should be ready to
prove before the administrative headquarters that your product was
not obtained from access to Genetic Heritage or associated traditional
knowledge.
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ASSOCIATED
TRADITIONAL KNOWLEDGE
18. What is associated traditional knowledge?
The Brazilian indigenous populations, traditional communities and traditional farmers are spread across the
whole Brazilian territory, and are distinguished from other communities for their strong links to the natural environment and the tradition of its use. These types of communities have discovered, along their existence, several
practices and direct and indirect uses for the biodiversity surrounding them, transmitting this knowledge across
generations, i.e. the Associated Traditional Knowledge
that the Law talks about.
Besides, these communities are often responsible for
conserving our biodiversity and its genetic diversity, that
is why they are very relevant and enjoy legal protections.
Now you may be asking yourself: how do I know if I
have accessed a traditional knowledge? The answer to
this question is a simple one: we will be dealing with an
access to Associated Traditional Knowledge whenever
this knowledge has been applied to research and technological development activities to allow or facilitate the
access to a given genetic heritage.
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CAUTION!!!
In some occasions, you will not be able to find or attribute the origin of a certain Associated Traditional Knowledge to, at least, one indigenous population, traditional community or traditional farmer. The
Law refers to that as “Associated Traditional Knowledge of non-identifiable origin”, and those who use them also have rights and obligations
under the Law.

19. But I have never had any contact with any community! Even so can
it be considered an access to associated traditional knowledge?

Yes, the access to traditional knowledge associated to Genetic
Heritage from secondary sources is a novelty of the New Access Law
or Law 13,123/2015. The access to traditional knowledge can occur in
two different manners. The first is through direct acquisition, i.e. the
knowledge is directly provided by the traditional community to the
agent responsible for the research and technological development.
The second means of access to traditional knowledge is the socalled acquisition from “Secondary sources”, which may occur through
fairs, publications, inventories, films, scientific articles, registers and
any other means of systematization and register of associated traditional knowledge, such as data banks and registries. Therefore, in this
case the traditional community and the user of the knowledge do not
maintain direct contact, but still the access to the Associated Traditional Knowledge occurs if this knowledge is used to enable or facilitate access to a given Genetic Heritage in research or technological
development activities.

Associated Traditional Knowledge (ATK)
Secondary sources

Direct access

Books
Fairs

Films

Articles

Traditional
communities

Etc.
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20. If I discover an Associated Traditional Knowledge from literature
used in the research for the development of my product, how should
I proceed?

As seen in the previous question, the access to Associated Traditional Knowledge may take place through secondary sources, with the
literature (publications and scientific articles) as an example of that. If
the literature used in your research indicated a traditional knowledge,
you must obtain prior consent from the knowledge provider and register the access in SisGen.
If you are the manufacturer of an finished product , it will also be
necessary to issue a notification on the finished product before the
beginning of its commercialization and proceed with the Benefit-Sharing established with the provider of the Associated Traditional Knowledge used in the development of your product.

21. But it was the provider of the raw material who accessed the Associated Traditional Knowledge – do I have to do anything?

Yes! If you are going to manufacture an finished product derived
from a by-product developed from the Brazilian Genetic Heritage or
associated traditional knowledge, you must issue a notification on the
finished product to SisGen before its commercialization and must
share the related benefits.

BUT REMEMBER: the technological development of an finished
product based on Associated Traditional Knowledge that enables
or facilitates access to Genetic Heritage is also considered an access
to the traditional knowledge, and therefore you must obtain prior
consent and negotiate the Benefit-Sharing directly with the provider
of such knowledge.
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22. What is and how to obtain the informed prior consent?
While the Genetic Heritage is an asset of common use by the people, the traditional knowledge is attached to indigenous populations,
traditional communities and traditional farmers that hold them and
have maintained them across generations. In order to preserve it, the
Law requires users to obtain the consent of the provider of the traditional knowledge before carrying out the access.
It will also be necessary to present proof that the informed prior
consent has been obtained in one of the following means, and follow
all the guidelines and contents described below:
Means
•
•
•
•

Signature of the prior consent agreement;
Audiovisual register of the consent;
Technical opinion of the competent official institution;
Agreement in the means established by community protocol.

Guidelines
Instruct the indigenous population, traditional community or traditional farmer on:
•

•
•

The social, cultural and environmental impacts derived from
the execution of the activity involving the access to associated
traditional knowledge;
The rights and responsibilities of each of the parties in the execution of the activity and its outcomes; and
The right of the indigenous population, traditional community
and traditional farmer to refuse access to the associated traditional knowledge.

Establish, in coordination with the indigenous population, traditional community or traditional farmer, the modality for Benefit-Sharing,
whether monetary or not, resulting from the economic exploitation.
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Respect the right of the indigenous population, traditional community and traditional farmer to refuse access to the associated traditional knowledge, during the process of prior consent.
Contents
•
•

•
•
•

Description of the history of the process leading to the attainment of the prior informed consent;
Description of the traditional means of organization and representation of the indigenous population, traditional community
or traditional farmer;
Objective of the research, as well as its methodology, duration,
budget, likely benefits and sources of funding of the project;
The intended use for the Associated Traditional Knowledge to
be accessed;
The geographical area covered by the project and the indigenous populations, traditional communities or traditional farmers involved.

23. Can the community refuse consent for carrying out the research?
Yes, considering that the community is the holder of the knowledge, they have the right to refuse the utilization of their knowledge
on your research and technological development. Moreover, it is a directive for obtaining the prior informed consent to clarify to the community that they can and have such a right to refuse consent.

It is worth-noting that the prior consent for the research does not necessarily include consent for the economic exploitation of a product
developed from the research. It is important that the prior consent
comprehends both the access for the research and technological development and for the economic exploitation of the product – this way
the user will not need to obtain a new consent when the economic
exploitation of a product arises.
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24. What if I have the consent from a community, can another

community holding the same knowledge question the procedure
to be carried out?
The answer to this question is no! Although this had been a common obstacle under the previous norm that regulated activities of access to traditional knowledge, today the Biodiversity Law understands
that all traditional knowledge is a shared asset, independently if only
one community is the holder of such knowledge. Therefore, in all cases it is presumed that there is more than one holder of the same associated traditional knowledge.
The nature of traditional knowledge is a collective one. That means
to say that the prior informed consent and the Benefit-Sharing agreement should be drafted and discussed with the whole community or
with whoever has legitimacy to represent them. Even if only one individual (the wise, healer, elder, shaman, etc.) holds the knowledge,
since it is a traditional knowledge, it is considered that the whole community is entitled to it.
Therefore, if a community approaches you after you have already
obtained the prior consent, this should not be a concern and your
right to access the ATK will be safeguarded. In this case, the prior informed consent of this particular community is not required.
In the case of Benefit-Sharing, the following should be observed:
•

It can be negotiated freely through a Benefit-Sharing Agreement between you and the providing community or people.

•

In addition, 0.5% of the annual net revenue obtained from
the economic exploitation of the finished product should be
destined to the National Fund of Benefit-Sharing, which shall
provide for any other holders of the knowledge which may
occasionally arise.
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Associated Traditional Knowledge (ATK)
Secondary Source

ATK of
identifiable
origin?

Yes
No

Direct Access

PIC
Request prior
informed consent
from the ATK
provider

No
No need for
registration
Yes

SISGEN Registry
Research

SISGEN Registry
Notification on the Product
Notification on the Product
1% of the net revenue
should be deposited
to the National Fund of
Benefit-Sharing

The Benefit-Sharing should be negotiated with the provider, and it can
be either in monetary or non-monetary form

Benefit-Sharing
Agreement

Freely negotiated
Benefit-Sharing

Monetary
Benefit-Sharing
0.5% (or sector agreement) of the
net revenue should be deposited
to the National Fund of
Benefit-Sharing
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Benefit-Sharing
25. What is the Benefit-Sharing?

Is it another tax on my product?
The Benefit-Sharing is not a tax, but a legal obligation that seeks
to benefit Brazilians in general and the provider of the Genetic Heritage or the Associated Traditional Knowledge for their contribution
in the conservation and maintenance of the Brazilian biodiversity. It is
thanks to the providers of Genetic Heritage and Associated Traditional
Knowledge that we have access to these species and living beings, so
important in our daily lives, but which often go unnoticed, shadowed
by exotic species.
The major objective of the Benefit-Sharing is the conservation of
natural resources to guarantee that these resources will be available
for future generations. This is part of the sustainable development.
The Biodiversity Law does not introduce a “new tax” and the Benefit-Sharing cannot be interpreted as a mere “payment”. A product
under these conditions returns part of its revenue to contribute to a
better world and the maintenance of forests and the people who live
there.

26. Who should provide the Benefit-Sharing?
The Benefit-Sharing obligation starts with the economic exploitation of an finished product derived from access to the genetic heritage. Under the Law, finished product is that which is apt to be used
by the final consumer, whether it is an individual or legal entity. In
addition, there are some minimum requirements that should be cumulatively present for the Benefit-Sharing to apply:
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•
•
•
•

It should be related to an finished product;
It should be derived from access to Genetic Heritage or associated traditional knowledge;
It must be produced in the country or outside the country; and
The component of Genetic Heritage or Associated Traditional
Knowledge should be one of the main elements adding value
to the product.

Therefore, the Law states that the manufacturer of the finished
product that meets the criteria above is the sole exclusive responsible for meeting the Benefit-Sharing obligation, independently of who
has performed the previous access or who exploits the product commercially in the end of the production chain (the brand for example).
NOTICE:
If the finished product is manufactured abroad, the importer, subsidiary, controller, affiliate, associate or commercial representative of the
foreign manufacturer shall bear joint responsibility for the Benefit-Sharing obligation. This means that if the foreign manufacturer does not
meet their Benefit-Sharing obligations, these companies will suffer
joint liability before the inspection body and will need to meet the
Benefit-Sharing obligation.
WHO SHOULD MAKE THE Benefit-Sharing?
MANUFACTURER of finished product whose component from Genetic Heritage or associated traditional
knowledge is one of the main elements adding value to the product

Market Appeal
Reference to Genetic Heritage or Associated
Traditional Knowledge (place of origin or distinctive features) related to:
•
•
•

A product;
A line of products;
A brand.

In any means of visual or audio communications,
including marketing campaigns and highlights in
the product’s label.
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Functional characteristics
DETERMINING CHARACTERISTICS:
•
•
•

The main purposes;
Improves the action of the product;
Broaden its list of functionalities.

WHAT IS OUTSIDE THIS SCOPE?
•
Excipients;
•
Vehicles;
•
Inert substances.
That do not determine its functionality.

27. What are the modalities of Benefit-Sharing?
The Biodiversity Law establishes two modalities, the monetary and
non-monetary. The first one consists of a direct deposit to the National
Fund of Benefit-Sharing (FNRB), which shall be responsible for applying the values received in activities that promote the sustainable use
and conservation of the Brazilian biodiversity. In this case, that who
makes the Benefit-Sharing does not participate or has a say in the actions promoted by the Fund.
As for the non-monetary Benefit-Sharing, when applicable, such as
in cases involving Associated Traditional Knowledge of identifiable origin and access to the genetic heritage, it consists on a Benefit-Sharing
Agreement jointly established between the provider (in cases of ATK)
or the Union (in cases of GH) and the user of the Genetic Heritage or
associated traditional knowledge. The activities and the participation of
each party shall be outlined according to and to the extent defined in
the Benefit-Sharing Project, established in the Agreement. Furthermore,
in this case it is possible to monitor the implementation and traceability
of the values contributed for the purpose of Benefit-Sharing.

28. Who should I share benefits with?
The Benefit-Sharing can be provided essentially in three distinct
ways:
Benefit-Sharing

ACCESS
Genetic
heritage

Associated
Traditional
Knowledge of
non-identifiable
origin
Associated
Traditional
Knowledge
of identifiable
origin

HOW?
Monetary modality –
National Fund of
Benefit-Sharing

WHO?

HOW MUCH?

Direct deposit to the National Fund
of Benefit-Sharing

1% of net
revenue

Non-monetary project

Benefit-Sharing agreement with the
Union to outline the Benefit-Sharing
Project

0.75% or 1%
according to
the project
outlined

The Benefit-Sharing
should be integrally deposited to the National
Fund of Benefit-Sharing

Direct deposit to the National Fund
of Benefit-Sharing

1% of net
revenue

The user can freely negotiate the means and values of the Benefit-Sharing with the ATK provider

Negotiation

All other holders shall receive their share of the benefits from the
National Fund of Benefit-Sharing

+ 0.5% of
net revenue
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Moreover, in cases of non-monetary Benefit-Sharing, the Project
shall be executed according to the schedule of activities outlined in the
Benefit-Sharing Agreement and in the project itself. This agreement
should be presented in up to 365 days after the notification on the
finished product , except in cases where the finished product derives
from access to traditional knowledge.
As for cases of monetary Benefit-Sharing, the Benefit-Sharing obligation also starts from the notification on the finished product , although the deposit to the Fund of Benefit-Sharing shall be made once
a year, after the end of each fiscal year of your company. You will have
up to 90 days to present to the Ministry of the Environment the fiscal information of the closed fiscal year, and another 30 days to make
the deposit to the Fund of Benefit-Sharing, counting from the date in
which the fiscal information has been provided.
REMEMBER:
When the finished product is derived both from Genetic Heritage and
Associated Traditional Knowledge, the modality of Benefit-Sharing related to the Associated Traditional Knowledge shall prevail.

29. What can be considered a project of non-monetary Benefit-Sharing?
The allocation of 0.75% or 1% of the net revenue shall be calculated
according to the choice of the type of project to be executed by the
user, according to the following options:
1) Projects for the conservation or the sustainable use of biodiversity or for the protection and maintenance of knowledge, innovation or practices from indigenous populations, traditional
communities or traditional farmers, preferably in the place of occurrence of the species in in situ condition or the place of collection of the sample when the place of origin cannot be specified
– Benefit-Sharing equivalent to 0.75% of the net revenue.
2) Technology transfer (Benefit-Sharing equivalent to 1% of the net
revenue) – which, in its turn, can be carried out, among other
options, through:
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•
•
•

•
•

Participation in the research and technological development;
Exchange of information;
Exchange of human resources, materials or technology between a national institution of scientific and technological
research, public or private, and a foreign-based research
institution;
Consolidation of research and technological development
infrastructure;
Establishment of joint technology-based enterprise.

3) Availability of the product to public domain, without protection
by intellectual property rights or technological restrictions (Benefit-Sharing equivalent to 1% of the net revenue);
4) Free-of-charge licensing of products (Benefit-Sharing equivalent to
1% of the net revenue);
5) Capacity-building of human resources in topics related to the conservation and sustainable use of Genetic Heritage or Associated
Traditional Knowledge (Benefit-Sharing equivalent to 0.75% of the
net revenue);
6) Free distribution of products in programs of social interest (Benefit-Sharing equivalent to 0.75% of the net revenue).

30. Who can be a beneficiary of the Benefit-Sharing arising from the access to
genetic heritage?

The Biodiversity Law establishes those who can be directly benefitted from the non-monetary Benefit-Sharing, in each of these two
groups, as follows:
For the following projects:
• Projects for the conservation or sustainable use of biodiversity
or for the protection and maintenance of knowledge, innovations or practices, and
•

Capacity-building of human resources in topics related to the
conservation and sustainable use of Genetic Heritage or associated traditional knowledge.
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Can be beneficiaries:
Territories of descendants of
quilombos

Conservation units

Indigenous lands

Rural settlements of
family farmers

Traditional territories (under
the terms of the Law)

National public institutions
of research and
development

Activities related to
safeguarding associated
traditional knowledge

Ex situ collections maintained
by accredited institutions
(under the terms of the Law)

Indigenous populations,
traditional communities and
traditional farmers

Priority areas for conservation, sustainable use and BenefitSharing of the Brazilian biodiversity (under the terms of the Law).
For the following projects:
• Technology transfer;
• Availability of the product in public domain, without protection
by intellectual property rights or technological restriction;
• Free-of-charge licensing of products;
• Free distribution of products in programs of social interest.
Can be beneficiaries:
National public bodies and institutions that execute programs of
social interest.

31. What is the Benefit-Sharing Agreement and who should I sign it
with? What are the requirements?

The Benefit-Sharing Agreement is the contractual instrument
through which you and the Union, represented by the Ministry of the
Environment – for cases of access to the Genetic Heritage – or the
indigenous population, traditional community or traditional farmer –
for cases of traditional knowledge of identifiable origin – establish the
conditions for the Benefit-Sharing.
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The agreement must be presented in up to 365 days from the notification on the finished product in cases of access to genetic heritage.
If you have a Benefit-Sharing Agreement signed in virtue of an access
to a traditional knowledge of identifiable origin, it must be presented
in the act of the notification on your finished product.
Take notice of the minimum requirements that must be included in
the Benefit-Sharing Agreement:
•
•
•
•
•
•
•
•
•
•

Indication and qualification of the parties;
The finished product s object of the economic exploitation;
Period of validity;
Modality of Benefit-Sharing;
Rights and responsibilities of the parties;
Intellectual property rights;
Termination;
Penalties;
Brazilian court responsible for litigations;
Types and duration of short, medium and long-term benefits.

32. What is the National Fund of Benefit-Sharing?
All values allocated for the monetary Benefit-Sharing are directed to the National Fund of Benefit-Sharing – FNRB. Besides being
the destination of the monetary Benefit-Sharing, the Fund has been
established with the objective of valuing the Genetic Heritage and
the Associated Traditional Knowledge and promoting their use in a
sustainable way, through several actions, as well as to implement the
National Program of Benefit-Sharing – PNRB.
The PNRB has a financial nature and is associated with the Ministry
of the Environment, which shall act as the Executive-Secretariat of the
Management Committee of FNRB. The Committee, in its turn, is a
collegiate institution composed by 8 Ministries, 7 representatives of
entities or organizations representing indigenous populations, traditional communities and traditional farmers and 1 representative of the
Brazilian Society for the Progress of Science – SBPC. Among its main
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responsibilities is the management of the monetary resources deposited to the FNRB, following the guidelines for the application of the
resources established by CGen.

33. What is the destination of the values deposited to the National Fund
of Benefit-Sharing – FNRB?

It can be said that the resources are divided across 3 main destinations. The monetary resources deposited to FNRB related to the Benefit-Sharing of finished product s derived from access to Associated
Traditional Knowledge are exclusively destined to benefit the holders
of these traditional knowledge. On the other hand, when the finished
product derives from access to Genetic Heritage obtained from ex
situ collections, the Benefit-Sharing deposited to the Fund shall be
partially destined to benefit these collections.
As for the remaining values, referring to the Benefit-Sharing obtained from finished product s derived from access to the genetic heritage, donations, values collected from administrative fines applied in
cases of breach against the Law, and any other values obtained, they
can be applied: in the drafting of community protocols; the analysis,
supervision, management and monitoring of supported actions, activities and projects; and the remuneration and coverage of the expenses
of the financial institution related to the administration of the Fund.

34. By opting for a modality of Benefit-Sharing (monetary or nonmonetary) can I change it in the future?

Yes! There is a norm created by CGen that allows you to legally
make this change and at any time after the notification on the finished
product . The procedure is simple, you only have to enter your profile
in SisGen, choose the editing mode for the notification you had made
and update the field of choice of the Benefit-Sharing modality.
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NOTICE!!
Only the products derived from access to Genetic Heritage can suffer
alterations. Once the modality of Benefit-Sharing with an indigenous
population, traditional community or traditional farmer is established,
only the means with which it is established in the Benefit-Sharing
Agreement can be subject to change.

CAUTION!
Do not forget that, after making the change, you will be under a
new regime of obligations and, therefore, should take notice of the
new legal requirements mandated by each model, as well as the rules
for the transition.
Non-monetary: now that you are under the non-moneMonetary
tary Benefit-Sharing regime do not forget to sign the Benefit-Sharing
Agreement and present it in up to 365 days from the date of the notification or in the act of the change of the registry of the notification, if
the 365 days have already expired.
Monetary: do not forget that you are now obliged
Non-monetary
to present to CGen the documents related to the closed fiscal year,
in up to 90 days from its closing date. After 30 days from the date of
presentation of these documents, you must make the payment of the
Benefit-Sharing directly to the National Fund of Benefit-Sharing.

35. How to calculate the value of the Benefit-Sharing?
The percentage of the Benefit-Sharing is of 1% of the net revenue
obtained from the exploitation of the finished product deposited to
the National Fund of Benefit-Sharing or the Non-monetary Project, or
of 0.75% in cases of non-monetary projects.
To understand how the net revenue obtained from the sales of your
product is calculated, you should follow the formula presented below:
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Gross
Revenue

•
•
•
•

Returns and cancelled sales
Discounts given unconditionally
Taxes levied over the gross revenue
Operational costs related to the gross revenue
updated to current values

Net Revenue

0.75% or 1% of
this value

36. Who is exempt from the Benefit-Sharing obligation? In this case, am
I exempt from registering my research and issuing the notification
on my product?
There are a few exceptions for the payment of the Benefit-Sharing:
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•

Finished product or reproductive material developed by traditional farmers and their cooperatives, with annual gross revenue
equal or smaller than the maximum limit established by the Law;

•

Finished product or reproductive material developed by micro-companies, small-scale companies or individual entrepreneurs, according to the dispositions of the Law;

•

Operations of licensing, transfer or permits of use of any kind
of intellectual property rights over an finished product , process or reproductive material arising from access to Genetic
Heritage or Associated Traditional Knowledge by third parties;

•

By-products across the production chain;

•

Reproductive material across the production chain of reproductive material, except in cases of economic exploitation by
the last segment of the production chain;

•

Reproductive material arising from access to Genetic Heritage
or Associated Traditional Knowledge for purposes of agricultural activities and exclusively destined to the manufacturing of
finished product s; and

•

Finished product or reproductive material arising from access
to the Genetic Heritage of species introduced in the national

territory by human action, even if domesticated, except for
spontaneous populations that have acquired their own distinctive features in the country and local or creole traditional variety, or creole or locally adapted race.
Do you fall under any of these cases? If yes, do not forget that
the obligation to register your research or notify about your product
is independent from the Benefit-Sharing obligation, and that these
exceptions only apply for the Benefit-Sharing. All other obligations
established by the Biodiversity Law are still applicable to your case!
Therefore, all products, whether by-products or finished product
s, developed from or composed of other by-products that in any
given stage of their production have involved access to Genetic Heritage or Associated Traditional Knowledge must be registered and
notified in SisGen.
REMEMBER that your Benefit-Sharing obligation starts in the fiscal
year following the moment in which you were no longer covered by
the exemption hypotheses.

37. What are the elements of added-value?
As mentioned, a main element adding value to the product is the
precondition of the Benefit-Sharing obligation. We also know that this
element is composed by its market appeal and its functional characteristics. Now we need to understand these two concepts, so that you
are ready to assess the obligations arising from the manufacturing and
commercialization of your finished product .
Market appeal: market appeal is presumed
when there is reference to the Genetic
Heritage or associated traditional knowledge,
their place of origin or the distinctive features
associated to them, in relation to a product,
line of products or a brand. It does not matter
how this reference is made, but only the
45

existence of it: it can be through visual or audio means of communication,
marketing campaigns or highlights in the product’s label.
Functional characteristics: are all the characteristics of the accessed
Genetic Heritage that determine the main uses of the product,
improve their action or broaden their scope of functionalities, with the
exception of Genetic Heritage used exclusively as excipient, vehicle
or inert substance.
See an example for each situation:
•

Main properties of the product: moisturizer with andiroba oil –
the andiroba is the emollient, as it moisturizes the skin.

•

Improve the action of the product: a shampoo with two raw
materials that serve the same purpose or function within the
product, for example a surfactant. One of the surfactants is synthetic and the second one is made of cupuaçu pulp, the combination of the two raw materials improve the cleaning action
of the shampoo.

•

Broaden the action of the product: solar block with murumuru
butter. This product, besides protecting from the sun also has
the property of moisturizing the skin, activity enabled by the
presence of properties derived from the murumuru.

38. When is the Genetic Heritage or Associated Traditional Knowledge
considered one of the main elements adding value to my product?

The Genetic Heritage or Associated Traditional Knowledge are
considered the main elements adding value to the product when they
are decisive for the existence of its functional characteristics or the
creation of market appeal for the finished product . The presence of
only one of such traits (functional characteristic or market appeal) is
already sufficient for considering it the main element adding value to
the product and result in the Benefit-Sharing obligation.
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39. When the Genetic Heritage or Associated Traditional Knowledge is
not one of the main elements of value adding to the product?

The Law stipulates that it will not be considered determinant for
the existence of the functional characteristics the use of genetic heritage, exclusively as excipient, vehicle or other inert substances, which
does not determine functionality. It means that the use of the species
of biodiversity as excipient, vehicle or other inert substance will not
be configured as the key main element of value adding and therefore
there will be no Benefit-Sharing obligations.
In the case of a substance originating from microorganism
metabolism, it will not be considered a determinant for the existence
of the functional characteristics when it is identical to the substance
of fossil origin that already exists and is used as a substitute for that.
Did you know that the HPPC sector is the only one to have its own
definition of the concept of “excipients”?
That is right! With the strong performance of the industry and
ABIHPEC, the sector has achieved the edition of its own technical
orientation, the TO n. 02.
Thus, for the purposes of applying the excipient concept for the
Cosmetics, Toiletry and Fragrance sector, the use of Genetic Heritage
will not be considered determinant for the existence of the functional
characteristics when used exclusively for the structuring of the formula, being responsible for the stability, consistency or physical
appearance that do not determine functionality.

40. Should I share the benefits only of products commercialized in Brazil?
What about those that are commercialized in other parts of the world?

You must share the benefits of finished product s derived from
the access to the Brazilian Genetic Heritage or Associated Traditional
Knowledge independently of the place where it is manufactured or
commercialized. Upon making the product notification to SisGen,
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the online form will request several information, including the local,
regional, national or international reach of the manufacturing and
commercialization of your finished product . Therefore, do not forget
to include in the calculation of values related to the Benefit-Sharing
any finished product s commercialized abroad!
NOTICE:
If the finished product is manufactured abroad, the importer, subsidiary, controller, associate, partner or commercial representative of the
foreign manufacturer will bear joint liability in the Benefit-Sharing. This
means to say that if the foreign manufacturer does not meet their Benefit-Sharing obligations, these companies will be jointly liable before the
inspection body and will be required to provide the Benefit-Sharing.

41. How will the international inspection and traceability take place?

How will Brazil inspect the manufacturing of products in the USA, for
example, for the purpose measuring the Benefit-Sharing obligation?
In the condition of a megadiverse country, Brazil stands out internationally for its market appeal and vast potential for research and
technological development. Taking care of our genetic resources is no
easy task, especially if its irregular utilization takes place outside Brazil
and away from the reach of our conservation rules, what has motivated
the Brazilian Government to institute the joint liability clause.
The joint liability constitutes the extended responsibility to pay the
Benefit-Sharing for the importer, subsidiary, controller, associate, partner or commercial representative of the manufacturer of the foreign
finished product in the Brazilian territory. In other words, if the foreign
manufacturer of an finished product fails to meet their Benefit-Sharing obligations, their importers, subsidiaries, controllers, associates,
partners or commercial representatives here in Brazil will be obliged
to meet that obligation on their behalf.
There are several means adopted to verify this relationship between Brazil and any foreign countries. We can highlight, among
others, the traceability system of CGen itself, described in the
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Regulatory Decree on the Biodiversity Law. Through this system, CGen
maintains a relationship of exchange of information with other governmental institutions and their databanks for matters such as:
•

•
•

•

•
•
•
•

Protection and registration of cultivars, seeds and seedlings, of
products, establishments and farming inputs, and of information on the international traffic of products and farming inputs
through the Ministry of Agriculture, Livestock and Food Supply;
Registry of imports and exports in the Integrated System of
Foreign Trade – Siscomex;
Information on curricula, research groups, institutions registered in the Lattes Platform of the National Council for Scientific and Technological Development – CNPq;
Information on research and commercial approval of genetically-modified organisms and derivatives from the National
Technical Commission on Biosafety – CTNBio at the Ministry of
Science, Technology and Innovation;
Registry of products in the National Health Surveillance Agency
– Anvisa;
Approval and safeguard of intellectual property rights from the
National Institute of Industrial Property – INPI;
National registry of social information of the Ministry of Social
Development and Fight against Hunger; and
Information on cultural heritage of the National System of Information and Cultural Indicators – SNIIC, of the Culture Ministry.

We know that foreign companies are often unaware of our legislation and, therefore, warning clients on the existence of the Law and their
legal obligations will be fundamental to the maintenance of a healthy
relationship and free from legal insecurities. Moreover, the SisGen is being developed to support the needs of both Brazilian and foreign users.
At last, if your company is held with joint liability, and in the absence of access to the commercial information of your client, essential
to calculate the due Benefit-Sharing, the Union shall arbitrate the due
value of the calculation basis for the Benefit-Sharing according to the
best information available, considering the percentage established by
the Law or the industry agreement.
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MANAGEMENT COUNCIL OF
THE Genetic Heritage AND
ASSOCIATED TRADITONAL
KNOWLEDGE – CGEN
42. What is CGen – National Genetic Heritage Management Council?
The CGen is a public institution created by Law Nº 13,123 of 2015
and chaired by the Ministry of the Environment, currently represented
by the Secretary of Biodiversity.
Its responsibilities are deliberative (has power of decision over related issues), normative (establishes technical norms and resolutions,
for example), consultative (answers questions sent to the Council) and
appellate (analysis and deliberation on notices of infraction as the last
administrative resort), besides being responsible for coordinating the
outlining and implementation of policies for the management of the
access to Genetic Heritage and Associated Traditional Knowledge
and their Benefit-Sharing.
In summary: when we talk about access to Genetic Heritage and
associated traditional knowledge, the CGen is the main and most important public institution!

43. What is the composition of the members of CGen?
CGen is a collegiate body, i.e. a group formed by different representatives and their decisions are collectively taken. The Biodiversity
Law establishes that the institutions and entities of the federal public
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administration shall occupy a maximum of 60% (sixty percent) of CGen
and the representatives of the civil society a minimum of 40% (forty
percent), totaling 20 seats distributed as follows:
CGen COUNCIL

ENTITIES AND INSTITUTIONS OF THE
FEDERAL PUBLIC ADMINISTRATION

•
•
•
•
•
•
•

•
•
•

•

Ministry of the Environment
Ministry of Justice
Ministry of Health
Ministry of Foreign Relations
Ministry of Agriculture,
Livestock and Food Supply
Ministry of Culture
Ministry of Social
Development and the Fight
against Hunger
Ministry of the Defense
Ministry of Development,
Industry and Foreign Trade
Ministry of
Science,Technology,
Innovation and
Communication
Ministry of Agrarian
Development
-

CIVIL SOCIETY (Business sector, academia
and indigenous populations, traditional
communities and traditional farmers)

•

•

•

•
•
•
•

•

•

Brazilian National
Confederation of Industry –
CNI
National Confederation on
Agriculture and Livestock CNA;
1 seat alternately and
successively appointed by
CNI and CNA
Brazilian Society for the
Progress of Science – SBPC
Brazilian Association of
Anthropology – ABA
Brazilian Academy of
Sciences – ABC
National Council of
Traditional Peoples and
Communities – CNPCT
National Council for
Sustainable Rural
Development – Condraf
National Council for
Indigenous Policy - CNPI
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44. Who can participate in the meetings of CGen?
Everyone! Participation at the meetings of CGen is open, only requiring that you go to the address indicated by them and sign a list
of attendance. The meetings take place regularly once a month in
Brasilia-DF, according to the calendar of plenary meetings published
on the website of CGen. These are the so-called “Ordinary Meetings”,
because they occur with a pre-determined frequency. In case of a classified agenda, i.e. agendas involving the interests of an institution that
has formally submitted a secrecy of information request, the participants will be notified and invited to leave the room, being allowed to
return as soon as the topic under consideration has been deliberated.
You can also take part in the “Extraordinary Meetings”, i.e. meetings outside the scheduled program, which will be held whenever
necessary (such as for example in the case of urgent issues) and just
like the Ordinary Meetings, these will be announced on the CGen
website, specifying the date, time, agenda and the unclassified documents related to the topics to be addressed in the meeting.

45. Did you know that ABIHPEC takes part in CGen, through the National

Confederation of Industries – CNI, representing the interests of its
associates?
ABIHPEC has been appointed by the National Confederation of
Industry - Brazil (CNI) to participate and represent the business sector
in the Plenary Meetings of CGen. This way, ABIHPEC has an active
voice in the decisions and deliberations, working together with the
other industries and delegates to ensure legal security for its associates interested in working with the Brazilian biodiversity.
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PROCEDURES
NATIONAL SYSTEM FOR THE
MANAGEMENT OF Genetic Heritage
AND Associated Traditional
Knowledge – SISGEN
46. Do I need an authorization to start my research?

No, you do not need prior authorization to start your research,
this is the previous procedure. Please pay attention to the following
explanations:
DO NOT MISTAKE THE REGISTRY WITH THE PRIOR AUTHORIZATION

REGISTRY

AUTHORIZATION

The registry is a new instrument
introduced by the Biodiversity Law. The
following activities must be registered:

The prior authorization was the
only procedure foreseen by the
defunct Provisional Measure. The
granting of the authorization was
not automatic and there was a
need for prior evaluation by CGen.
Under the new Biodiversity Law,
the prior authorization ceased to
be the principal legal procedure.
Currently, the authorization is only
applicable, by the sole discretion
of the Union, in two specific cases:

CURRENT MODEL – Law 13,123/2015

1.

2.

3.

4.
5.

Access to the Genetic Heritage or Associated Traditional Knowledge within
the country, carried out by an individual or legal entity, whether public or
private;
Access to the Genetic Heritage or Associated Traditional Knowledge by a
legal entity headquartered abroad associated to a national scientific and technological research institution, whether public or private;
Access to the Genetic Heritage or Associated Traditional Knowledge carried
out abroad by a national individual or
legal entity, whether public or private;
International remittance of samples
of Genetic Heritage for the purpose
of access;
Shipment of samples containing Genetic Heritage by a national legal entity,
whether public or private, to procure
services abroad as part of a research
activity or technological development.

PREVIOUS MODEL – MP 2,186/2001

1.

2.

Access to Genetic Heritage or
Associated Traditional Knowledge in areas indispensable for the
national security, which can only
take place following authorization by the Council of National
Defense;
Access to Genetic Heritage or
Associated Traditional Knowledge in Brazilian legal waters,
the continental platform or the
exclusive economic zone, which
can only take place following authorization by the maritime authority.
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At what stage should I make the registration?
Only in the hypotheses below you will need to make the registration before initiating your activities:
•
•
•
•
•
•

•

Remittance;
Requests for any intellectual property rights;
Commercialization of by-products;
Publication of results, whether final or partial, in scientific media or means of communication;
Notification on finished product derived from access to Genetic Heritage or associated traditional knowledge;
Access to Genetic Heritage or Associated Traditional Knowledge in Brazilian legal waters, continental platform or exclusive
economic zone, which can only take place following authorization by the maritime authority;
Access to Genetic Heritage or Associated Traditional Knowledge in area indispensable to the national security, which can
only take place following authorization by the Council of National Defense.

For all other activities there is no need for prior registration, you
can make the registry at the best suitable moment according to your
schedule of activities.
While the System (SisGen) is not yet operational, research activities
can continue to take place, except for the remittance of samples of
genetic material and the commercialization of by-products. All other
activities can be registered up to 1 year after the launch of SisGen.

47. What is the registry required by the Biodiversity Law?
The registry of access or remittance of Genetic Heritage or Associated Traditional Knowledge is the new procedure instituted by the
Biodiversity Law, which replaced the previous system of authorizations. Thus, the register is a declaratory, but mandatory instrument, in
which users of the Brazilian biodiversity, whether individuals or legal
54

entities, national or foreign, must register their activities of access or
remittance of Genetic Heritage or associated traditional knowledge,
related to:
1. Access to Genetic Heritage or Associated Traditional Knowledge within the country, carried out by a national individual or
legal entity, whether public or private;
2. Access to Genetic Heritage or Associated Traditional Knowledge
by foreign-based legal entity associated with to a national scientific
and technological research institution, whether public or private;
3. Access to the Genetic Heritage or Associated Traditional
Knowledge carried out abroad by a national individual or legal
entity, whether public or private;
4. International remittance of samples of genetic material for the
purpose of access;
5. Shipment of samples containing Genetic Heritage by a national legal entity, whether public or private, for procuring
services abroad as part of a research activity or technological
development.
This registry must be made with the National System for the Management of Genetic Heritage and Associated Traditional Knowledge
– SisGen, the electronic system maintained and operated by the Executive-Secretariat of CGen.

48. What is the product notification required by the Biodiversity Law?
Another new procedure introduced by the Biodiversity Law besides
the registry of access to Genetic Heritage and Associated Traditional
Knowledge is the “product notification”, a declaratory instrument that
precedes the beginning of any activities of economic exploitation of
an finished product derived from access to Genetic Heritage or associated traditional knowledge.
55

Through the notification, the user declares to comply with the requirements of the Law and indicates the preferred modality of Benefit-Sharing to meet their legal obligations. The notification must be
made in the National System for the Management of Genetic Heritage
and Associated Traditional Knowledge – SisGen, an electronic system
maintained and operated by the Executive-Secretariat of CGen.

49. But if I know that I do not have any Benefit-Sharing obligations, why
do I need to provide information about my research in SisGen?

The obligation to register your research or notify about your product is independent from the Benefit-Sharing obligation. They are independent legal requirements and, therefore, beware of your activities
and the consequential legal obligations:
ACTIVITY (action)

REQUIREMENT (consequence)

ACCESS the Genetic Heritage or associated traditional
knowledge

Register

International REMITTANCE of samples of Genetic Heritage for
the purpose of access

Register

SHIPMENT of samples containing Genetic Heritage by national
legal entity, whether public or private, to procure services
abroad

Register

ACCESS the Genetic Heritage or Associated Traditional
Knowledge in area indispensable to national security
ACCESS the Genetic Heritage or Associated Traditional
Knowledge in Brazilian legal waters, continental platform or
exclusive economic zone
Economically EXPLOIT finished product

Prior authorization from the
Council of National Defense

Prior authorization from the
maritime authority

Notification

50. But my research is confidential, can I make the registry of the
research in a confidential manner?

Confidentiality is a right guaranteed in specific cases and must be
expressly requested by the interested party. In this way, the new legislation foresees that the registry and notification in SisGen should enable
the user to indicate the information that he wishes to keep confidential.
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From the outset, online platform tests have shown that SisGen is
able to safeguard the secrecy of the main confidential information of
its users, and with the official release on November 6, 2017; the confirmation of confidentiality has been confirmed by the users.

51. I need to carry out part of my research outside Brazil, is there any
procedure for that?

Yes, the legislation acknowledges two possibilities involving research activities outside Brazil:

Remittance:
In this hypothesis the sample of Genetic Heritage is transferred to
an institution located abroad for the purpose of access. This foreign
institution (the receiver) shall be responsible for the sample as soon as
it receives it, being obliged to comply with the Biodiversity Law and
the conditions established in the Material Transfer Agreement, instrument signed between the sender and the receiver indicating if there
was any access to Associated Traditional Knowledge and establishing
the Benefit-Sharing obligation.
The Material Transfer Agreement must be signed between sender
and receiver before the remittance, and included in SisGen along with
the registry of this remittance, which must also be made beforehand.
Shipment of Samples:
Contrary to the previous hypothesis, the objective of the shipment
of samples of Genetic Heritage to a foreign country is to procure services as part of a research activity or technological development. I.e.
you hire a foreign company to help you in your research or technological development (for example, scientific tests that require equipment that are not available in Brazil), being considered a relationship
of mere provision of services between the sender and the receiver of
the sample.
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In this case, the responsibility over the sample will always be with
whoever carried out the access in Brazil, i.e. the sender, who shall also
be responsible for registering the shipment in SisGen.
As with the remittance, a legal instrument must be signed between
the contractor and the service provider to officiate the shipment of
the sample and the registry of the shipment shall be included in SisGen. The Biodiversity Law did not create a specific name for this type
of legal instrument, being a choice of the Parties to draft a Term, a
Contract, or any other types of official documentation as long as they
present the minimum requirements established by the Regulatory
Decree of the Law.

52. Do I need to wait any documents from CGen to start my research?
No, if the activity you are carrying out does not fall under any of
the hypotheses requiring prior registration, it is not necessary to wait
for any documents from CGen to start your research, as the registry is
declaratory only.
On the other hand, after completing the registry, SisGen will issue
a proof of registration of access which will certify that you have presented all the required information for the registry/notification. This
document has the force of producing the following effects:
•
•
•

•
•

Allows the request of any intellectual property rights;
Allows the commercialization of by-products;
Allows the publication of results, whether final or partial, of the
research or technological development, in scientific media or
means of communication;
Allows the notification on finished product or reproductive material developed from the access; and
Establishes the beginning of the verification process.

The registry by itself does not mean, before the competent authorities, that you have regularly accessed the Genetic Heritage or
traditional knowledge. The verification procedure will be responsible
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for verifying any irregularities of access, remittance or commercial exploitation.
The administrative process of verification only establishes the minimum
procedures that the Administration must adoptof its own motion. Any
irregularities can always be investigated by the State in the declarations made by the user. A good example of this is the Income Tax declaration. By completing the declaration, you will be freed from your
obligation to make the declaration, but occasional irregularities may be
detected by the State, who cannot help but demand the situation to be
corrected. Other institutions such as Brazilian Institute for the Environment and Natural Resources (IBAMA) and Federal Public Ministry (MPF)
may also investigate occasional irregularities.

53.

At what stage is the certificate of regularity provided?
The Biodiversity Law does not establish a mandatory timeline, and
the certificate of regularity will be issued to the user upon request and
following prior deliberation by CGen, according to its internal ruling.
The issuing of the certificate of regularity shall produce the following
effects:
•

Declares the regularity of access up to the date of its issuing by CGen;

•

Prevents the application of administrative sanctions by the
competent entity or institution specifically in relation to the activities of access carried out up to the issuing of the certificate.

54. What documents and information are required to register my
research?

The registry is done by means of an electronic form on the SisGen
website (https://sisgen.gov.br/). Both legal entities and individuals
shall have their own registries. With the login and password of the
person that will carry out the access, you should provide the following
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information, according to the Biodiversity Law:
•
•

Identification of the user;
Information on the research activities or technological development, including:
a) Summary of the activity and its respective objectives;
b) Field of application, in case of technological development;
c) Expected or obtained results, depending on the stage in
which the registry is made;
d) Team responsible, including partner institutions, when existing;
e) Timeframe of the activities;
f) Identification of the Genetic Heritage at taxonomical level
in the strictest possible sense or the associated traditional
knowledge, according to each case, in particular:
1. The place of origin of the genetic heritage, including georeferenced coordinates in degree,
minute and second, of the in situ place of collection, even if obtained from ex situ or in silico
sources; and
2. The indigenous population, traditional community or traditional farmer providing the associated traditional knowledge, even if the knowledge
has been obtained from secondary sources, if
applicable;
g) Declaration if the Genetic Heritage is a creole or local traditional variable or creole or locally adapted race, or if the
specimen is listed as endangered;
h) Information on the foreign-based institution associated
with the national institution, if applicable; and
i) Identification of the partner national institutions, if existing;

•
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Number of the previous register or authorization, in case of Genetic Heritage or Associated Traditional Knowledge accessed
from research or technological development carried out after
June 30, 2000;

•
•
•
•
•

Proof of obtainment of informed prior consent, if applicable;
Request for the approval of the legal hypothesis of secrecy of
information;
Declaration, if applicable, of qualification under the hypothesis
of legal exemption or waiver from the Benefit-Sharing;
Identification of the sources from which the Associated
Traditional Knowledge has been obtained, if applicable;
Inform the georeferenced coordinates of the respective
community, except when related to Associated Traditional
Knowledge of non-identifiable origin.

NOTICE:
The user must make a new registry whenever they change the Genetic
Heritage or Associated Traditional Knowledge accessed or the objectives of the access.

55. What documents and information are required for the notification
on finished product ?

The notification should be made through an electronic form on the
SisGen website. You must be registered, as well as your company (if
applicable). With the login and password of the person who will notify
on the finished product , you should provide the following information, according to the Biodiversity Law:
•
•
•

•

•

Identification of the requesting individual or legal entity;
Commercial identification of finished product or reproductive
material and field of application;
Information if the Genetic Heritage or Associated Traditional
Knowledge used in the finished product is a determinant factor for its market appeal;
Information if the Genetic Heritage or Associated Traditional
Knowledge used in the finished product is a determinant factor for its functional characteristics;
Projection of the local, regional, national or international reach
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•

•

•
•
•
•

•
•
•

of the manufacturing and commercialization of the finished
product or reproductive material;
Number of registry, or equivalent, of the product or cultivar
with the competent entity or institution such as Anvisa, Ministry of Agriculture, Livestock and Food Supply and Brazilian
Institute of the Environment and Renewable Natural Resources
– IBAMA;
Number of deposit of the request for intellectual property
rights for the product or cultivar with the Ministry of Agriculture, Livestock and Food Supply or INPI, or in patent offices
abroad, if applicable;
Expected date for the beginning of the commercialization;
Indication of the modality of Benefit-Sharing;
Presentation of the Benefit-Sharing agreement, when applicable;
Registration numbers of the accesses to Genetic Heritage or
Associated Traditional Knowledge from which the finished
product or reproductive material is derived;
Registration numbers of the remittances from which the finished
product or reproductive material is derived, if applicable;
Request for the approval of the legal hypothesis of secrecy of
information; and
Proof of qualification under the hypothesis of legal exemption
or waiver from the Benefit-Sharing obligation.

NOTICE:
The Benefit-Sharing agreement should be presented:
•
•
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In the act of the notification, in cases of access to Associated Traditional Knowledge of identifiable origin; or
Up to 365 days from the notification on the finished product or
reproductive material.

56. What is the difference between the proof of registration and the
certificate of regularity of access?

While the proof of registration of access shows that you have
provided the information required by the Law, the certificate of regularity of access declares that the access to the Genetic Heritage
or Associated Traditional Knowledge has been made in compliance
with the legal requirements.
EFFECT
PROOF OF REGISTRATION OF ACCESS

CERTIFICATE OF REGULARITY OF ACCESS

Allows the request of any intellectual
property rights;

Declares the regularity of access up to the
date of its issuing by CGen;

Allows the commercialization of
by-products;

Prevents the application of administrative sanctions by the competent body or
institution specifically related to access
activities carried out up to the issuing of
the certificate.

Allows the publication of results, whether
partial or final, of research or technological
development, in scientific publications or
means of communication;
Allows the notification on finished product
			
or reproductive material derived from the
access;
Establishes the beginning of the
verification procedure.

57. I have a few questions, can I schedule a consultancy with CGen?
CGen is a consultative body and therefore you can contact it and
request clarification on your main questions. There are two channels for the consultation: by e-mail through the electronic address
cgen@mma.gov.br or through official correspondence registered in
the Executive-Secretariat of CGen. Simple questions can be quickly
clarified even by e-mail, but more complex issues, such as legal loopholes, can take more time and may even be discussed by the Council
in the ordinary meetings.
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REGULARIZATION
58. I already have products containing assets from the Brazilian
biodiversity. What should I do?

If you already have products containing assets from the Brazilian
biodiversity with an authorization issued by CGen under the previous
Provisional Measure Nº 2,186-16 of August 23, 2001, it is sufficient to
ADJUST to the new Law by proceeding with the registry, notification
or Benefit-Sharing. This adjustment should take place up to 1 year
after the launch date of SisGen.
Authorizations already issued will be pre-registered by CGen, under the terms of art. 43, paragraph 1, of Law 13,123.
On the other hand, if during the period of application of the aforementioned Provisional Measure you have requested the regularization
of products with assets from the Brazilian biodiversity developed from
irregular access to the genetic heritage, without the appreciation
of this request by CGen (i.e. the request was still being processed
when the Provisional Measure was extinguished) you will have to
REFORMULATE the request, in up to 1 year after the launch date of the
CGen registry. The reformulation can be considered as regularization!
If you have carried out an access or remittance of Brazilian Genetic
Heritage or associated traditional knowledge, commercially exploited
a product derived from access or published, transmitted or shared
data or information that integrate or constitute Associated Traditional
Knowledge from June 30, 2000, and the date in which the Biodiversity
Law became effective (i.e. during the period of application of Provisional Measure Nº 2,186-16 of August 23, 2001), independently of
having received penalties from IBAMA, you must REGULARIZE your
registry in up to 1 year after the launch date of SisGen. The regularization shall depend on the Terms of Commitment signed between you
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and the Minister of the Environment (this is the official rule, but the
Minister of State may delegate this responsibility to another official).
On its turn, the Terms of Commitment shall establish the obligations
of registering the access, issuing the notification on the commercialized product and providing the Benefit-Sharing, when applicable.
ATTENTION: SisGen is already working!
SisGen has been officially implemented and made available to the public on November 6, 2017. Thus, users of Brazilian biodiversity have until
November 6, 2018 to adapt, reformulate or regularize their activities.

The regularization will depend on the signing of the Term of Commitment firmed between a company and the Secretário de Biodiversidade do Ministério do Meio Ambiente - SBIO (Biodiversity Secretary
of Environment Ministry), which foresees the obligation of the registry
of access, notification of the product marketed and Benefit-Sharing,
all according to the applicable situation.
In order to meet the specificity of each situation, the Minister of
the Environment made available the record of Term of Commitment
for each situation:
•

•
•
•
•

Hypothesis I: To be used in the case of access to Genetic Heritage (GH) with economic exploitation and non-monetary Benefit-Sharing modality;
Hypothesis II: Access to Genetic Heritage (GH) with economic
exploitation and monetary Benefit-Sharing modality;
Hypothesis III: Access to Associated Traditional Knowledge
(ATK) from unidentifiable origin with economic exploitation;
Hypothesis IV: Access to Associated Traditional Knowledge
(ATK) from identifiable origin with economic exploitation;
Hypothesis V: Access and economic exploitation carried out
by users with Contrato de Utilização do Patrimônio Genético
e de Repartição de Benefícios - CURB (Contract for the Use
of Genetic Heritage and Benefit-Sharing) or Project of Benefit-Sharing agreed by CGEN under the terms of MP Nº 2.18616 of August 23, 2001;
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•

•

Hypothesis VI: Access and economic exploitation carried out
by a user that falls into one of the cases of exemption of Benefit-Sharing provided in Law 13.123/2015; or
Hypothesis VII: Shipment, bioprospecting or technological
development without economic exploitation.

After identifying which model fits better on your case, just fill it out
and send it signed to the Secretário de Biodiversidade do Ministério
do Meio Ambiente - SBIO (Biodiversity Secretary of Environment Ministry). However, remember, at any time additional documentation can
be request, in a way to verify the veracity of the information provided!

59. If I regularize the previous products, can IBAMA still penalize my
company?

No, after having regularized your products, these will then be in
compliance under the Law and can be commercialized without risks of
new penalties. Therefore, IBAMA can only notify you for outstanding
irregularities or new illegal activities.
However, it is worth-noting that the mere signature of the Terms
of Commitment only SUSPENDS the application (if you have not yet
received any penalties) or the enforceability (when you have already
been notified and penalized) of the administrative sanctions of Provisional Measure Nº 2,186-16, of August 23, 2001. For the sanctions
to be ruled NULL AND VOID or having the ENFORCEABILITY EXTINGUISHED you need to meet all the conditions established in the
Terms of Commitment.
NOTICE
If you do not comply with these terms or commit a new administrative infraction under the Biodiversity Law during the period of validity of the Terms of Commitment, the sanctions shall have immediate
enforceability.
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60. I have received a notification from IBAMA, can I request a review of
this process?

If you have carried out access or made a remittance of Brazilian Genetic Heritage or traditional knowledge, have commercially
exploited a product derived from access or have published, transmitted or shared data or information that integrate or constitute Associated Traditional Knowledge from June 30, 2000, and the date in
which the Biodiversity Law became effective (i.e. during the period of
application of Provisional Measure Nº. 2,186-16 of August 23, 2001),
independently of having received penalties from IBAMA, you must
REGULARIZE your registry in up to 1 year after the launch date of
SisGen. Thus, users of Brazilian biodiversity have until November 6,
2018 to adapt, reformulate or regularize their activities, according to
the procedures described in item 58. The same is recommended for
those who have an authorization issued by CGen under the terms of
Resolution Nº. 35 of 2011.

61. What is the step-by-step process of the regularization?
Request the
certificate of
regularity

5

th

1st

Request the
regularization and
negotiate the Terms of
Commitment

2

nd

Request technical
opinion on the
full compliance
with the Terms of
Commitment

4

th
Start to meet
the conditions
of the Terms of
Commitment
(registry,
notification)

3

rd

Sign the Terms of
Commitment
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62. What are the benefits of the regularization?
We can divide the benefits of the regularization in mediate and
immediate. The immediate benefits are those that will apply right after
you sign the Terms of Commitment with the Secretary of Biodiversity
of the Ministry of Environment of Brazil.
As for the mediate ones, the effect is produced after the Terms of Commitment have been fully and truthfully accomplished. How can I prove the
attainment of the Terms of Commitment? The proof is a responsibility of
the user, and the Ministry of the Environment shall issue a technical opinion based on the analysis of the validity of the information presented.
BENEFITS OF THE REGULARIZATION

IMMEDIATE (after the signature of the
terms of commitment)

MEDIATE (after the technical opinion of the
Ministry of the Environment on the attainment
of the Terms of Commitment)

SUSPENSION of the application of the
administrative sanctions established by
the Provisional Measure Nº. 2,186-16 and
Decree Nº. 5,459 of June 7, 2005.

The administrative sanctions addressed in
articles 16, 17, 18, 21, 22, 23 and 24 of
Decree Nº. 5,459 of June 7, 2005 WILL
NOT BE APPLIED.

SUSPENSION of the enforceability of
the sanctions applied based on Provisional Measure Nº. 2,186-16 and Decree
Nº 5,459 of June 7, 2005.

EXTINGUISHED ENFORCEABILITY of the
administrative sanctions applied based on
arts. 16 to 18 of Decree Nº. 5,459 of June
7, 2005.
The values of the fines applied based on
arts. 19, 21, 22, 23 and 24 of Decree Nº.
5,459 of June 7, 2005, updated to current
values, SHALL BE REDUCED IN 90% of
their original value.

In the case of infractions against the genetic heritage, the fines
shall be reduced in 100%. As for cases of infraction against the associated traditional knowledge, the fines shall be reduced in 90%, and
you can also request to the inspection authority that the remaining
10% due for the fines be converted in an obligation to carry out one
of the non-monetary Benefit-Sharing modalities described by the Law.
REMEMBER: the Benefit-Sharing obligation shall take place according
to the Law, therefore, even in cases of regularization the obligation to
share benefits to the limit of 5 retroactive years and for as long as the
commercialization of the product takes place shall be applicable.
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63. I have carried out an activity considered to be access or commercially

exploited a product derived from access from November 17, 2015,
and the launch of SisGen (November 6, 2017). Am I irregular?
The Biodiversity Law has been in effect since 17 November 2015;
therefore, any activities in disagreement with or different from the dispositions of the Law shall be considered irregular and subject to penalty, according to the Degree that regulates the Law.
However, considering that many of the obligations established by
the Law cannot be realized while SisGen is not yet operational, the
Regulatory Decree created a legal exception in which whoever has
carried out activities considered to be access or has commercially exploited an finished product derived from access from November 17,
2015 and the launch date of SisGen shall register these activities and
issue a notification on the finished product or reproductive material
developed from the access in up to 1 year after the launch of SisGen.
Not only that: whoever has requested any intellectual property
rights or has published results, final or partial, in scientific media or
means of communication during the period described above shall also
have up to one year to register with SisGen without facing the risk of
becoming irregular.
This way, whoever meets this deadline shall not be imposed penalties but anyone who misses this benefit shall be considered a perpetrator against the Biodiversity Law.
WARNING: take notice that the remittance and commercialization of
by-products have NOT been included in this exception rule.
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Penalties and Irregularities

64. Is Law 13,123/2015 only applicable to activities initiated after
November 17, 2015, or is it applied retroactively? If it is applied
retroactively, until what date?

As a rule, the Law is only applicable to activities initiated after
November 17, 2015, i.e. only after the entry into force of the new
Biodiversity Law. Exceptionally, the Law only introduces legal requirements for the following activities being carried out before this
date, and after June 30, 2000:
ACTIVITIES IN AGREEMENT WITH PROVISIONAL MEASURE Nº.
2,186-16 OF 2001: The Biodiversity Law establishes specific procedures for adjusting these activities to the new Law.
ACTIVITIES IN DISAGREEMENT WITH PROVISIONAL MEASURE
Nº. 2,186-16 OF 2001: for those who have carried out irregular activities at the time of the defunct Provisional Measure, independently of
having been notified by IBAMA, can regularize their activities through
the procedures and benefits of the new Biodiversity Law.
THIS MEANS THAT, exceptionally, the Biodiversity Law introduces
rights and obligations for activities carried out between June 30, 2000,
and November 17, 2015. All other activities taking place before June
30, 2000 are excluded from the scope of the Law.

65. How can I prove that my activity has been carried out before
June 30, 2000?

Activities carried out before June 30, 2000 can be confirmed
though the following documents:
In the case of research activities:
a) Publication of article in scientific magazine;
b) Communication in scientific events;
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c) Deposit of patent request;
d) Report of conclusion of research with a public funding entity or
institution; or
e) Publication of final papers, master’s dissertation or PhD Thesis.
In the case of technological development:
a) Deposit of patent request;
b) Registry of cultivar;
c) Registry of product with public institutions; or
d) Proof of commercialization of the product.
In the case of economic exploitation of finished product : in
addition to the hypotheses above, it must be demonstrated that the
access concluded before June 30, 2000, has been sufficient to the
manufacturing of the finished product.
NOTICE: although the Law lists these hypotheses, it highlights that
CGen may, in the future, establish other means of verification besides
the ones listed above.

CGen can issue, upon request and with sufficient proof, a document
acknowledging the access concluded before June 30, 2000.

66. What are the penalties of Law Nº. 13,123 of 2015?
Understanding the penalties established by the Biodiversity Law
and its Regulatory Decree is very important to take the necessary precautions and prevent any undesirable legal risks. Therefore, we present further explanations below:
What are the penalties?
The penalties (or sanctions) may be criminal, civil or administrative.
The administrative penalties against the Genetic Heritage or Associated Traditional Knowledge refer to any actions or omissions that violate
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the legal dispositions and are punishable by:
• Warning;
• Fine;
• Seizure.
a) Of the samples containing the accessed genetic heritage;
b) Of the instruments used to obtain or process the Genetic
Heritage or associated traditional knowledge;
c) Of the products derived from the access to Genetic Heritage or associated traditional knowledge;
d) Of the products obtained from information on associated
traditional knowledge.
•

Temporary suspension of the manufacturing and sales of the
finished product or reproductive material derived from access
to Genetic Heritage or Associated Traditional Knowledge until the regularization;

•

Embargo of activities specifically related to the infraction;

•

Partial or total interdiction of the establishment, activity or
enterprise;

•

Suspension of the certificates or authorizations related to this
Law; or

•

Cancellation of the certificates or authorizations related to this Law.

How are they applied?
For the application and quantification of these administrative sanctions, the competent authority shall analyze:
•
•
•
•
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The gravity of the fact;
The history of the perpetrator;
Recidivism;
The economic status of the perpetrator, in case of fine.

BEWARE:
These sanctions may be applied cumulatively!

What are the infractions?
•

To economically exploit finished product or reproductive material derived from access to Genetic Heritage or Associated
Traditional Knowledge without prior notification;

•

To present a Benefit-Sharing agreement in disagreement with
the timeframes established by the Law;

•

To make a remittance, directly or through an intermediary, of a
sample of Genetic Heritage to a foreign country without prior
registry or in disagreement with it;

•

Request intellectual property rights derived from access to Genetic Heritage or associated traditional knowledge, in Brazil or
abroad, without prior registry;

•

Publish results, whether final or partial, in scientific media or
means of communication without prior registry;

•

Fail to make the registry of access before the commercialization of a by-product;

•

Access Associated Traditional Knowledge of identifiable origin
without obtaining prior informed consent or in disagreement
with it;

•

Obtaining prior informed consent marred by vices of consent
from the provider of associated traditional knowledge, under
the terms of the Civil Code;

•

Fail to indicate the origin of the Associated Traditional Knowledge of identifiable origin in publications, uses, exploitations
and promotions of the outcomes obtained from the access;
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•

Fail to pay the annual installment due to FNRB related to the
commercial exploitation of finished product or reproductive
material developed from the access to Genetic Heritage or associated traditional knowledge;

•

Interrupt or only partially fulfil the agreed Benefit-Sharing, be it
monetary or non-monetary;

•

Draft or present any information, documents, studies, reports
or statements that are completely or partially false or misleading, be it in official systems or in any other administrative processes related to Genetic Heritage or associated traditional
knowledge;

•

Breach any orders of suspension, embargo or interdiction related to administrative infractions against the Genetic Heritage or
associated traditional knowledge;

•

Obstruct or hamper the inspection on the requirements established by the Biodiversity Law;

•

Fail to meet the timeframes established in article 37 of Law
13,123 of 2015;

•

Fail to regularize your situation in the timeframe established in
article 38 of Law 13,123 of 2015;

•

Fail to meet the legal or regulatory requirements when notified
by the competent authority in the established deadline.

67. What are the competent institutions responsible for inspecting and

investigating acts of administrative infractions established by the
Biodiversity Law?
There are 3 competent institutions responsible for inspecting and investigating acts of administrative infractions established by this Decree:
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•
•
•

IBAMA, the Brazilian Institute of the Environment and Renewable Natural Resources;
The Navy Command, in areas of Brazilian legal waters and the
continental platform;
MAPA, the Ministry of Agriculture, Livestock and Food Supply, in the context of access to Genetic Heritage for agricultural
activities, according to the responsibilities of the Federal Agricultural Tax Auditor.

Whenever the infraction involves associated traditional knowledge,
the official institutions of defense of the rights of indigenous peoples,
traditional communities and traditional farmers shall provide support
to the inspection activities of IBAMA.

68. I find this all too complicated! I no longer want to use anything from
the Brazilian biodiversity! What now?

Remember in the beginning when we spoke about the Convention on Biological Diversity and the Nagoya Protocol? Each of the
member-countries are preparing their own norms on access and Benefit-Sharing (ABS).
“What is this Protocol?” The “Nagoya Protocol to the Convention on Biological Diversity on Genetic Resources and the Fair and
Equitable Sharing of Benefits Arising from their Utilization”, more
commonly known simply as Nagoya Protocol, is an international
agreement that has been in force since October 12, 2014, and which,
as its own name shows, establishes the international rules governing
the access to Genetic Heritage or traditional knowledge and the resulting Benefit-Sharing.
“But why is it so relevant for me?” All of the member-countries of
the Nagoya Protocol must fulfil certain obligations on access and Benefit-Sharing, as well as respecting the ABS legislations of their peers.
For that reason, deciding not to use the Brazilian biodiversity means
not having obligations before the Brazilian Law, but may still subject
your activity to the legislation of other countries.
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Let us look into other implications of the Nagoya Protocol:
•

There are more than 95 member-countries of the Nagoya
Protocol;

•

All countries of the Convention on Biological Diversity (there
are 196!) may become a Party to the Nagoya Protocol;

•

Just like Brazil, some countries that are not Parties to the Nagoya Protocol already have their own legislations in place regarding ABS;

•

Since 2011, Brazil has been working to become a Party to the
Nagoya Protocol;

•

The Biodiversity Law has incorporated the international rules
on ABS.

CGEN INFORMATION
Address: SEPN 505, Bloco B, Edifício Marie Prendi Cruz 5º Andar/Asa Norte, Brasília/DF
CEP: 70730-542 | Phone Number: +55 (61) 2028-2182 E-mail address: cgen@mma.gov.br
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Flowchart of
Law 13,123/2015
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Access to TRADITIONAL KNOWLEDGE ASSOCIATED to Genetic Heritage (ATK)?
Yes
ATK of
identifiable
origin?

No

No

No need for
registration

Yes
PROOF OF
REGISTRATION

Type of User?

Request prior informed
consent with the
ATK provider

User may request
CERTIFICATE OF
REGULARITY to CGen

National

Foreign legal entity

Partnership with national
research institutionl

Verification Process
User may request the issuing
of a certificate declaring

Registry*
Approval by
the Defense
Council

National
Security Area?

Yes

I – no evidence of
irregularities was
found during the
verification process

No
Approval
by Maritime
Authorities

Yes

or

II – was
subjected to
a verification
process that was
later dismissed

Legal waters,
continental platform?

Scientific Research

Technological Development

Finished product

Notification on
Finished product
*

No Benefit-Sharing

By-product
ME, EPP, MEI,
Cooperative
of farmers?

Yes
No

Main element adding
value to the product?*

No
Yes

ATK of
identifiable
origin?

No
Yes

Benefit-Sharing
negotiated with
the provider, it
can be monetary
or non-monetary
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Monetary
Benefit-Sharing
Freely negotiated
Benefit-Sharing

Monetary Benefit-Sharing

0.5% (or industry agreement) of Net Revenue deposited to FNRB

1% of the net revenue
Deposit Benefit-Sharing
values to FNRB

Research with the country’s GENETIC HERITAGE?
Yes

No

Check the
legislation of the
country of origin
and ratification
of the Nagoya
Protocol

No need for
registration
Activities described under art. 4 of
Law 13,123/2015 and arts. 3 and
107 of Decree 8,772/2016. Activities
exempt from obligations – Exceptions*

Exception

Type of
User

PROOF OF REGISTRY
Partnership with
national research
institution

Foreign legal
entity

The User may request the CERTIFICATE
OF REGULARITY to CGen
National
Verification Process

Approval
by Defense
Council

National
Security Area

Yes

The user may request the issuing
of a certificate that declares:

Registry*

No
Approval
by Maritime
authorities

Yes

I – no evidence of
irregularities was
found during the
verification process

Legal waters,
continental platform?

Scientific Research

Technological Development

Finished product

Notification on
Finished product *

or

II – was
subjected to
a verification
process that
was later
dismissed

By-product

No Benefit-Sharing

ME, EPP, MEI,
Cooperative of
farmers?

Yes

No
Main element adding
value to the product?*

Sign Benefit-Sharing agreement
* 0.75% of the net
revenue in
hypotheses a/e/f
* 1% in hypotheses
b/c/d

No

Yes

Non-Monetary
Benefit-Sharing*

Monetary Benefit-Sharing

*Regular reports and annual Benefit-Sharing while there is economic exploitation of the product.
CGen may, upon request from the user, issue an internationally-recognized certificate of compliance

1% of the net revenue (or
industry agreement)
Deposit Benefit-Sharing
values to FNRB with no
need of Benefit-Sharing
Agreement
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