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Abstract

The nationwide enforcement of the Convention on Biological Diversity, particularly articles 8j and 15 which address
respectively traditional knowledge and access to genetic resources and distribution of the benefits deriving from its
utilization, has generated an intense debate regarding its impact on research.

Today, in Brazil, Provisional Measure 2.186-16/01 (MP), which established the rules for the access and sending of
genetic heritage components and the access to associated traditional knowledge, is in effect. This norm foresaw the
creation inside the Ministry of the Environment of a national competent authority — the Genetic Heritage Management
Council (CGEN), whose activitiesbegan in April 2002.

In 2003, with the new government, enforcement of the MP tried to address, asfar as possible, the demands of sectors
of society, publishing acts that clarify concepts which are fundamental for its enforcement, reducing bureaucracy in the
application of the norm and giving greater transparency to the actions of CGEN.

However, asthese actionsarelimited by thelegal textinforce, apreliminary draft was madefor alaw to be sent by the
Federal Executive Government to the National Congress, after being analyzed by the competent government department.

Taking up again the legidative process, begun in 1995 and interrupted in 2000 with the first edition of the MP
mentioned above, society will have a new opportunity to participate in the discussion of this matter, with deeper under-
standing.

Key words: Convention on Biological Diversity, Brazilian Provisional Measure 2.186-16/01 (MP), Brazilian Genetic
Heritage Management Council (CGEN), Access to genetic resources, Traditinoal Knowledge, Benefit-Sharing.

Resumo

A implementacdo, em nivel nacional, da Convencéo sobre Diversidade Biol 6gica, especialmente dos artigos 8 e
15, que tratam respectivamente do conhecimento tradicional e do acesso aos recursos genéticos e da reparticdo dos
beneficios provenientes da sua utilizagéo, tem gerado intenso debate quanto ao seu impacto sobre a pesquisa.

No Brasil vigora atualmente a Medida Provisoria 2.186-16/01 (MP) que instituiu as regras para o acesso ae a
remessa de componentes do patriménio genético e o acesso a conheci mentos tradi cionai s associados. Essanorma previu
a criagdo da autoridade nacional competente — o Conselho de Gestéo do Patriménio Genético (CGEN) no ambito do
Ministério do Meio Ambiente, o qual iniciou suas atividades em abril de 2002.

Em 2003, com o novo governo, aimplementacdo da M P buscou atender, namedida do possivel, as demandas de
setores da soci edade, editando atos que esclareceram conceitos basi cos para suaimplementacdo, diminuindo aburocracia
paraaaplicacdo danormae dando maior transparéncia as agdes do CGEN.

Entretanto essas agdes estdo limitadas pelo texto legal vigente, assim foi elaborado um anteprojeto de lei para, apos sua
analise pelacasaCivil, ser encaminhado pelo Executivo Federal ao Congresso Nacional.

A retomadado processo legid ativo, iniciado em 1995 einterrompido em 2000 com aprimeiraedi¢éo dareferidaMP,
dar& a sociedade umanova chance para que parti cipe da discussao dessa matéria, agoracom mais conheci mento de causa.

Palavras Chave: Convencao sobre a Diversidade Biologica, Medida Provisoria 2.186-16/01 (MP), Conselho de Gestao
do Patriménio Genético (CGEN), Acesso a recursos genéticos, Conhecimento tradicional, Reparticdo de Beneficios.

1 The opinions given in this article represent personal points of view and the author is fully responsible for them.
2 Biologist, Master's Degree in Environmental Science from Sao Paulo State University
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Brief History?

Upon the ratification of the Convention on Biologi-
cal Diversity (CBD) Brazil took on theresponsibility to es-
tablish the rules for access to genetic resources under its
jurisdiction and to protect traditional knowledge, of local
communities and indigenous peoples, relevant to the con-
servation and sustainable use of biodiversity.

The Convention on Biological Diversity (CBD)? an
international environmental treaty whichis currently made
up of 188 parts, has the following aims. conservation of
biological diversity, sustainable use of its components and
the fair, equitable benefits’ sharing stemming from genetic
resources.

Thisthird objective stemsfrom the demand of devel-
oping countrieswhich possess awealth of biodiversity and
which have concluded that it is unfair to allow free access
to genetic resources; the products obtained from these re-
sources were an object of monopolistic appropriation, by
means of patents, by companieswhose headquarters, arein
most cases, in developed countries.

With theinclusion of thisaim inthe CBD, the sover-
eignty of countries over their biological resourceswas rec-
ognized, thus access to genetic resources became subject
to national legislation, and was no longer considered aheri-
tage pertaining to humankind.

The first initiatives to regulate this matter in Brazil
date back to 1995, with the presentation of aBill by Marina
Silva, Senator at the time, (PL 306/95). In spite of public
lectures and seminars on the Bill, the involvement of the
main sectors concerned with the matter was meager, such
as the academic and entrepreneurial sectors and those pro-
vidersof traditional knowledge.

ThisBill wasapproved in the shape of areplacement
proposed by Senator Osmar Diasin 1998 (PL 4.842/98).0n
this same year two other bills were presented to the Cham-
ber of Deputies: one by the Deputy at the time, Jacques
Wagner (PL 4.579/98) and the other by the Federal Execu-
tive Power (4.751/98), which was accompanied by a Consti-
tutional Amendment Proposal N° 618/98.

Thelatter aimsto alter clause 20 of the Federal Con-
stitution in order to include genetic heritage amidst the heri-
tage of the Union. At thetime, the Executive Federal Power
justified that thiswas the best option, as only this approach

would allow an adequate control over access and benefits
sharing (Azevedo et d ., to be published).

The bill approved by the Senate and presented by
Deputy Jaques Wagner wasinspired by Decision N° 391, of
the Nations Andes Community, establishing contracts, also
for scientific purposes, as a prerequisite for obtaining au-
thorization to access to genetic resources. On the other
hand, the Bill by the Federal Executive power coined the
term “genetic heritage”, used by the Federal Constitution,
and established contracts only for access to genetic heri-
tage and to associated traditional knowledge only in cases
where there is economic potential. Thiswas the embryo of
the current legidation in effect, the Provisional Measure
2.186-16/2001.

In 2000 all these Billswere still being handled in the
Chamber of Deputies, aswell asothers presented after 1998.
It was at that point that the press announced with great
commotion the Contract between the Social Organization
“Bioamazonia’ and the pharmaceutical company Novartis
PharmaAG. Dueto countlessissueswith it, many of which
concerning thelack of existence of national legislationwhich
would adequately protect the genetic resources extant within
national territory, this Contract was not carried out.

Nonethel ess the negative aftermath of the fact led to
theedition of Provisional Measure 2.052, on June 29th, 2000
(ineffect currently under N° 2.186-16/01). Likeall Provisiona
Measures, this one was re-edited until the supervening of
Constitutional Amendment N°32/2001, culminating with the
version in effect.

Provisional Measure 2.186-16/01 (Provisional Mea-
sure) determines that access to associated traditional
knowledge®and to genetic heritage extant in the Countrys,
as well asits shipment abroad’, should only be carried out
with the consent of the Union®, and instituted the Genetic
Heritage Management Council (CGEN) as the competent
authority for this purpose. Notwithstanding, this Council
only began its activities in April 2002, which produced a
state of uncertainty as to the possibility to carry out re-
search in the country and difficulties concerning the ex-
change of biological matter for scientific purposes (from
June 2000 to April 2002).Theterminology used by the Provi-
sional Measure which does not define clearly what “ access
and shipment of genetic heritage” is, was one aggravating
factor in this scenario.

% In order to know the whole history: Azevedo & Azevedo, 2000; Azevedo, Lavratti & Moreira, Environmental Law Magazine: 2005, n. 37.

4 CBD came into effect on December 29, 1993.

5 Associated Traditional knowledge: individual or collective information or practice, associated to genetic heritage (Provisional Measure

2.186-16/01, clause 7°,11 ).

6 Genetic Heritage: information of genetic origin, contained in the whole or part of vegetation specimen, fungus, microbian or animal, in the
shape of molecules and substances stemming from the metabolism of livings beings and of extracts obtained from these live or dead organisms,
found in in situ conditions, including those domesticated, or kept in collections ex situ, provided that they are collected in in situ conditions
in national territory, on the continental platform or exclusive economic zone ( Provisional Measure 2.186-16/01, clause 7°.1 )

7 Clause 9 of Provisional Measure 2.186-16/01.
8 Clause 2° of Provisional Measure 2.186-16/01.

http://mww.bi otaneotropica.org.br

20



Azevedo, C. M. A. - Biota Neotropica, v5 (nl) - BN00105012005

In 2002 CGEN received motionsfrom various sectors
of the academy which questioned the demand of obtaining
authorization for scientific research involving access to
genetic heritage, since this would only generate economic
benefitseligibleto be shared in aremote manner. Some pro-
visions of the Provisional M easure which hindered research
in the country were identified: the interpretation difficulty
of the concept of “access and shipment of samples of com-
ponents of genetic heritage”; the need to present before-
hand the consent of the hol der of the areawhere the samples
would be collected and to indicate in advance the placesfor
sample collecting as prerequisites to gaining access autho-
rization; the obligation to deposit subsamples of compo-
nents of the genetic heritage in an ingtitution accredited as
aloyal recipient; and in cases of bioprospecting, the need
to present a Contract of Use of Genetic Heritage and
Benefits' Sharing.

During this year also, questions were raised
regarding the institutional jurisdiction - who authorized
what?(CGEN, IBAMA?®, CNPg)

In the beginning of 2003, upon taking office at the
Environment Ministry, Minister Marina Silva requested
CGEN to prepare, by means of a process giving participa-
tion to society, a draft bill to be sent by the Executive Fed-
eral Power to the Congress, in order to reactivate thelegis-
lative processinterrupted by the edition of the Provisional
Measure. She also asked for goodwill in the resolution, in-
asmuch as possible, of issues identified by the academic
sector.

Today, at the end of 2004, thereisaready adraft bill
donewith the participation of society, currently under evalu-
ation by the Civil Cabinet, to be sent afterwards to the Na-
tional Congress. Inthisdraft bill, the application of various
points of the Provisional Measure, have been either ex-
plained or altered, in order to facilitate the acquisition of
access authorizations and shipment. Meanwhile, the de-
bate over this issue has widened, with frequent meetings,
seminars and panels over theissuein eventsin the country.

The application of Provisional Measure 2.186-
16/01

Who may request authorization?

Currently, in Brazil it is necessary to obtain specific
authorization to access traditional associated knowledge
and/or components of genetic heritagefor scientific research,
bioprospecting and technological development purposes.

Individuals, institutionally unaffiliated researchers, are not
allowed to request such authorizations; thisis also the case
for foreign institutions, which must become associated with
national research and development institutions in the bio-
logical and correlated fields in order to participate in re-
search, involving access.

This prerequisite: the demand of being anational re-
search ingtitution in order to request authorization, has not
so far, produced any great difficulties, except for the fact
that some institutions, such as universities, have made ar-
rangementsin their daily activitiesto avoid overburdening
theUniversity Dean, for instance, with form signatures. The
procedure which has been used is to assign faculty and
ingtitution directors to represent the university, before the
public power, in research authorization requests.

Are collection and accessto genetic heritage equiva-
lent concepts?

Asmentioned previously, the text of the Provisional
Measure does not make the concept of “access’ clear and
50 CGEN issued the Technica GuidelineN° 01 which clari-
fies that “the access to the component of genetic heritage’
is“theactivity undertaken over genetic heritagewith aview
to isolating, identifying or utilizing information stemming
from genetic origin or molecules and substances originat-
ing from the metabolism of living beings and of extracts
obtained from these organisms’. After the clarification of
this concept, it was established definitely that access is
different from collecting. Whiletheformer regards access at
the molecular level of an organism or of substances stem-
ming from itsmetabolism, collecting refersto theremoval of
an organism, integrally or partially, from in situ conditions.

This Technical Guideline and the application of the
Provisional Measure have led to different interpretations
from those defended by some authors. Although Péret de
Sant’ ana (2004) statesthat the use of theterm “ genetic heri-
tage” refers to genetic resources as an asset belonging to
humankind, this is not the interpretation provided by the
Provisional Measure, whose clause 2° determines: “the ac-
cess to genetic heritage extant in the Country shall only be
carried out upon authorization of the Union(...)", reassuring
therefore the sovereignty of the Country over resources
extantinitsterritory, asprescribed by CBD. Asfor the defi-
nition of “genetic heritage” used by the Provisional Mea-
sure; in spite of its extensive length, contrary to what is
stated by the aforementioned author, it is not restricted to
theimmaterial character of the genetic resource, asit refers
toinformation of genetic origin in the shape®? of molecules
and substances, in accordance to subsection 1 of clause 7.

9 IBAMA — Brazilian Institute for the Environment and Renewable Natural Resources, linked to the Ministry of Environment.
10 CNPg — National Council for Scientific and Technological development, linked to the Ministry of Science and Technology.
1 Available at the electronic address <http:// www.mma.gov.br/port/cgen>

2 Qur highlight.
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Doesany shipment of material abroad require autho-
rizationfrom CGEN?

The same Technical Guidelinesalso clarified that the
shipment, ruled by the Provisional Measure, is only the
temporary or permanent shipment of samples of genetic heri-
tage components aimed at access to scientific research,
bioprospecting or technol ogical development. Thus, for in-
stance, the shipment of exsiccations for morphological
analysis does not have to go through the rulings estab-
lished in the Provisional Measure.

In the cases of shipment of material to be submitted
to activities of accessto genetic heritage, CGEN has estab-
lished Resolutionswhich ingtitute modelsof “ Material Trans-
ference Agreement (MTA)”.The signature of these MTAs
by the addressee ingtitutions aims to promote security not
only for the State, but also to the sending institutions. This
prerequisite also produces complaints by research institu-
tions which traditionally only used the shipment guides to
manage the exchange of biological material. Some of the
critiques have provided changes which have already been
incorporated into CGEN in the revision of these Resolu-
tionst,

Prior Informed Consent

One of themost highly criticized prerequisites of the
Provisional Measure by the academic sector is the demand
to present the prior informed consent of the holder of the
privatearea; of theindigenousor local community involved;
of the legal entity, whenever protected areas are involved,;
and of the marine authority or National Defense Council.

Thethree most frequent arguments are: first, the fact
that it is not always possible to know in advance where the
material will be collected, and upon which genetic heritage
access activities will be carried out; second an increase in
research costs as it becomes necessary to travel back and
forth to the field twice; once to obtain prior informed con-
sent and another timeto carry out the field work, which can
only be done after consent is obtained; and last, the diffi-
culty to locate and identify with certainty the holder of the
area.

The justifications for the existence of this prerequi-
site regard the legal nature of genetic heritage and incen-
tives to the conservation of biodiversity.

Although the Provisional Measure did not define
clearly the legal nature of genetic heritage, it assured the
holder of the area where the material is collected, whichis
an object of access; theright to have anintegral part of the
Contract of Use of Genetic Heritage and Benefits' Sharing“.

However, this Contract only becomes effective after itscon-
sent by the Genetic Heritage Management Council®s, thus
clearly showing that public interest besides the private in-
terest of the holder of the area befall genetic heritage.

Until thisheritageisclearly defined inlegal termsby
Law, it will remain asan object of disputeamong lega schol-
ars. Still, the notion which has prevailed isthat thisheritage
isan asset of relevant public interest or of common use by
the people, thereforeimplying that it belongsto collectivity,
and that as such, Public Administration should only bein
charge of its safekeeping and management, without taking
away the holders’ rightsover the areas on which organisms
lie(Varella, 2004; Meirelles, 2003).

Theright of holders gains momentum whenever col-
lection entailing access to genetic heritage with economic
potential, such as bioprospecting or technological devel-
opment is concerned. In such cases, though more remotely
in the former, there are chances of obtaining profit derived
from the access, and according to the Provisional Measure,
itisrequired toforecast the benefits' sharing with the holder
of the area. The incentive for biodiversity conservation
would take place, exactly, by means of sharing the benefits
with the holder of the area, which isthe second justification
for the need to adopt prior informed consent. The holder, by
preserving biodiversity and allowing exploration of genetic
heritage therein extant, becomes equal to the benefits' shar-
ing.

Asscientific research isnot considered by the Provi-
sional Measure as an activity entailing previously identifi-
able potential economic use, CGEN approved Resolution
N°8, which dismisses the presentation of prior informed
consent of the holder of a private areain order to gain ac-
cessauthorization to genetic heritagefor scientific purposes,
which may contribute to the advancement of knowledge
about biodiversity in the country, thus characterizing it as
an instance of relevant public interest®®.

Notwithstanding, the prerequisite of presenting prior
informed consent in other cases which do not involve pri-
vate property has been kept. The demand for presentation
of prior informed consent in cases of research in Protected
Areas has not produced complaints, as it was aready a
prerequisite needed for gaining alicensefor collection. Con-
versely, the need to present prior informed consent from
indigenous and local communities has not been well toler-
ated by many researchers.

13 Resolutions n* 13, 14 and, which substituted Resolutions n° 1, 2 ad 4, respectively and the recently published Resolution n° 16. They are

al available at: <http//www.mma.gov.br/port/cgen>
14 Clause 27 of Provisional Measure 2.186-16/01.
15 Clause 29 of Provisional Measure 2.186-16/01.

6 The provision in this resolution does not exempt the researcher from obtaining consent from the holder or his’her representative to enter
and collect in the private area where the collecting will be done. (Resolution 8, clause 4° - available at http://www.mma.gov/br/port/cgen
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This point merits consideration, as it may reveal a
need for new ethicsin research. Thisneed was pointed out
in arecent editorial of “Nature” Magazine (2004), in this
instance exemplified by a dispute between researchers and
asmall tribe of NativeAmericansinthe USA; the Havaupai,
over samplesof their DNA.

Research projects done in areas occupied by indig-
enous peoples and traditional communities should include,
in their schedules, stages for the development of contact
with the communitiesin order to build up mutual confidence,
which would facilitate the process of acquisition of prior
informed consent.

CGEN has established guidelinesfor the acquisition
of prior informed consent from these communities”, estab-
lishing explicitly that they should understand what the re-
search isabout, what the collected samples and/or assessed
traditional knowledge will be used for, the field research
method, etc.

Currently the presentation of prior informed consent
of the private holder is a prerequisite for the acquisition of
authorization for access to genetic heritage for
bioprospecting and technological development; and it is
also a prerequisite for the acquisition of authorization to
genetic heritage and/or to traditional knowledge, when the
providers areindigenous peoplesor local communities, for
scientific research, bioprospecting and technologica de-
velopment.

Thus, the statement by Varella (2004:120): “As one
can see, Brazil is one of the few countries which accepts
ignoring respect to the will of indigenous peoples, in the
same way that other countries...” is not supported by the
Provisional Measure, asitsclause. 16, §9°, |, instituted that
“the authorization for access and shipment would only oc-
cur following the prior informed consent of the indigenous
community entailed, according to the Official Indigenous
Organization, whenever the accesstakes placeinindigenous
lands’. Thus the community is the one who consents and
FUNAI is heard, not the opposite, as the aforementioned
author implies. The criteriafor the application of this pre-
requisite are specified in the relevant Resolutions afore-
mentioned.

Thisdemand hasrequired arevision of themanner in
which field research is carried out. It is not enough, for
instance, to cometo an indigenous community or place and
simply request authorization to collect someleaves of some
species, or to ask how the community exploits certain

resources, it is necessary to explain the reasons for the
research, to tell in explicit terms what product is expected
fromtheresearch. If itissimply for the purpose of writing a
thesis, for example, thefinal text must identify the origin of
the material collected (not only by providing geographic
information, but also by identifying the providing commu-
nity), as well as the origin of the information concerning
associated traditional knowledge.

Thethorough and highlighted reference of thisinfor-
mation in publications has gained increasing significance.
It is known that pharmaceutical, cosmetic and nutritional
companies among others, rely on bibliographies and data
banksastheir main source of information (TenKate& Laird,
1999). It is necessary for the researcher to be concerned
about what may be done with the product of higher re-
search.

Especial Authorization

The Provisional Measure prescribed a category
known as “especia authorization” to gather in one single
authorization the group of research projects, entailing ac-
cess to genetic heritage and/or access to associated tradi-
tional knowledge, devel oped by acertaininstitution. In such
cases, the applicant simply presents a ‘portfolio’ of the
institution’s projects. Albeit Decree n® 3.945-01, initsorigi-
na version, demanded such a specific account about the
research, asfor instance, the detailed itinerary of the expe-
ditionin national territory, that it prevented the simplifica-
tion of demandsaready prescribed in simple authorizations,
specific for each research project.

By the end of 2003 CGEN made a proposal to the
Executive power to modify Decree 3.945/01%°, explaining in
which cases institutions could request especia authoriza-
tions and making the prerequisites for especial authoriza-
tionsaimed at scientific research more flexible. Therefore,
today an institution in possession of a specia authoriza-
tion may include new projectsin its scope, without having
to request authorizations for each case.

Thealteration of Decree 3.945/01 also prescribed es-
pecia authorization to conduct access to genetic heritage
aiming to constitute or integrate collections ex situ, which
target activities bearing potential economic use, such as
bioprospecting or technological development. Thus, DNA
banks, extract collections, which are made to be object of
bioprospecting, may obtain especial authorization. For this
purposethey should, however, fulfill different prerequisites
from those required in the case of scientific research.

17 Resolution 05: Prior informed consent for access to associated traditional knowledge for scientific research purposes. Resolution 06: Prior
informed consent access to associated traditional knowledge for bioprospecting or technological development; Resolution 09: Prior informed
consent from local and indigenous communities for access to genetic heritage and scientific research; Resolution 12: Prior informed consent
for access to genetic heritage for bioprospecting or technological development. Available at < http://www.mma.gov.port/cgen>.

8 It must be highlighted that in cases of access for bioprospecting or technological development the prior informed consent must be

accompained by an anthropological report. (Resolution 12).
¥ Modified by Decree n° 4.946/03.
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Who authorizes what?

CGEN isthe national competent authority to deliber-
ate on such access requests to associated traditional
knowledge and access to and shipment of components of
genetic heritage for any of the three purposes prescribed
by the Provisional Measure: scientific research,
bioprospecting or technological development.

After having established that collection is different
from access, the jurisdiction to issue a license for
collections was assigned to the competent environmental
organization, member of the National System for the
Environment- SISNAMA.

In order to expedite the handling of requests for ac-
cess to genetic heritage for scientific research, CGEN
accredited IBAMA2to deliberate over such requests. Thus,
research entailing collection and access receives simulta-
neously, respectively , the license and authorization from
IBAMA. As this sort of request is no longer required to
undergo appraisal by CGEN, it should be sent directly to
IBAMA.

The procedures for cases in which there was
participation of foreigners with a predictable permanence
on national territory were still pending.

Asthe Ministry of Science and Technology (MCT)
also intervened in the control of collecting, done by for-
eigners, regarding data and Brazilian scientific materials*
and also because the Provisional Measure dealt with the
issueinitsclause 12, CGEN issued Technical Guidancen®3.
Thisoneexplainsthat clause 12 of the Provisional Measure
establishes that the activity subject to authorization of the
organization in charge for the national policy for scientific
and technological research, isthe participation of aforeign
legal entity in collection activities or accessto genetic heri-
tage or associated traditional knowledge, undertaken in
national territory, which contribute to the advancement of
knowledge and are associated to bioprospecting

Thus, today the access to genetic resources for
scientific purposes, without any potential for economic use
such as bioprospecting, is authorized by IBAMA, and in
cases where the presence of a foreign legal entity is
scheduled on national territory, the request for
authorization should be sent to CNPg, an organization linked
to the Ministry of Science and Technology, which will send
therequest to IBAMA and which will afterwards deliver the
deliberations of both organizations to the applicant.

CGEN took the assignment of deliberating over
access to genetic heritage for bioprospecting or
technological development, and also over access to
traditional associated knowledge for the three previously
mentioned purposes. In these cases the requests should be
sent to the Department of Genetic Heritage (DPG) of the
Ministry of Environment, which holds the position of Ex-
ecutive Secretariat of CGEN?.

In order for the applicant not to need to make re-
questsin IBAMA, in the case of acollection forecast, or in
CNPq, in the case of aforecast of the presence of foreign-
ers, CGEN has organized the creation of Process Evalua-
tion Committees™ made up of counselors and representa-
tives of organizations sympathetic to the requests at stake.
Inthismanner CGEN takes over other licenses and authori-
zations.

Thisisanew institutional arrangement whichisstill
at an implementation and testing stage, and which aimsto
diminish the transaction costs, both for requesters and the
government. Until then, in many cases, requests were sent
to morethan three governmental organizations, which dealt
with independent processes.

The integration of the National |ndigenous Founda-
tion- FUNALI isstill pending. Thisisthe organization which
authorizesthe entrance and research in Indigenous Territo-
ries, to the system of “exclusive doors’.

Makeup of CGEN

Themakeup of CGEN wasdefined by the Provisional
Measure?* and may only be altered by law. Thisisafeature
of the genetic heritage administration system and of associ-
ated traditional knowledge, which displeases all sectors of
society concerned with the issue.

Minister Marina Silva, at the beginning of her term,
asked CGEN toinstitutionalize the condition of “ Permanent
Guests’ # representing with the right to give opinions, vari-
ous sectors sympathetic to the issue, until the legislative
process was engendered again through a new Bill to be
sent by the Federal Executive Power and finished with the
enactment of the new Access Law and Benefits' Sharing.

The opening of CGEN to society, though it is still
insufficient, has widened debates and given greater trans-
parency to the tasks of that Council.

20 Deliberation 40, available at <http://www.mma.gov.br/port/cgen>.

21 Decree n° 98.830, of 15 January 1990; Deliberates upon collection, done by foreigners, scientific data and materias in Brazil and provides other measures.
2Provisional Measure 2.186-16/01, clause 15; Decree 3.945/01, clause 7°.

% Deliberation n° 49, available at <http://www.mma.gov.br/port/cgen >.

2 Provisional Measure 2.186-16/01, clause 10 “It is thus established, that within the Ministry of Environment — MMA, The Council for
Administration of Genetic Heritage, has a deliberative and normative character, made up of representatives of organizations and entities of
Federal Public Administration which bear competence over several actions covered in this Provisional Measure”.

% The following sectors have a representation in CGEN as permanent guests: academic, entrepreneurial, environmentalist, holders of
traditional knowledge, the states, as well as the Public Ministry. For a complete list of contacts please refer to; www.mma.gov.br/port/cgen.
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Bioprospecting

The rules for access aimed at bioprospecting have
engendered questioning, mainly from the academic sector,
which claimsthat asthisisarisk activity - the probability of
achieving an economically exploitable product issmall - there
should not be, as a prerequisite to obtain authorization, the
demand of presenting a Contract of Use of Genetic Heritage
and Benefits' Sharing.

Bioprospecting is beyond any doubt a potentially
economically useful activity. Itisso much so that financing
agencies and the agreements among ingtitutions have in-
creasingly adopted provisions which prescribe the rights
and duties over possible products liable to economic ex-
ploitation and protection by intellectual property rights
(DPls).

One must also acknowledge that there are not many
research and incentive institutions that have constituted
intellectual property nuclei to support researchersin these
agreements. This is one of the reasons appointed by spe-
cialistsfor the small percentage of patents obtained by na-
tional institutions.

In spite of anoticeable change in this scenario, with
awidening of awareness on the side of researchersin what
regards the economic potential of their research, there is
still a grudging reluctance to extend these agreements to
the providers of samples of genetic heritage and traditional
associated knowledge.

Albeit, the Provisional Measure does not demand
that the Contract of Use of Genetic Heritage and Benefits
Sharing present the detailed provisions related to intellec-
tual property rights or benefits' sharing. This detailed ac-
count may be left aside for an additional contract to be
signed if the generation of a product or process liable to
economic exploitation arises. The signing of the Contract
following the prior informed consent acquisition is tanta-
mount to closing a deal after a negotiation process. The
issueisthat thisactivity demandstime, resources and skills
which are not always available to the researchers.

Notwithstanding, as thisis alegal requirement, re-
search and incentive institutions should form groups to
raise awareness and support researchers, by adopting pos-
sibly contract models, in the same manner as they have
been doing with intellectual property rights.

Furthermore, it is commonplace to allege that only
the Brazilian researcher isbeing penalized. To ponder upon
this statement one should first bear in mind the fact that
Brazilian Legidation hasterritorial application, although the
Materia Transference Agreementsand the Contractsof Use
of Genetic Heritage and Benefits' Sharing, may in somein-
stancesinvolve foreign ingtitutions, allowing greater secu-
rity mainly to national institutions. Lastly, it isoften forgot-

ten that any company with headquarters in national terri-
tory, regardless of the origin of its capital, is considered a
national company by the Federal Constitution.

TheLaw draft (APL) conceived by CGEN%

As previously mentioned, upon a request by Minis-
ter MarinaSilva, CGEN formed a Thematic Chamber, equally
composed by government and society, to draft alaw to be
sent to the Congress by the Federal Power, aiming to con-
clude the legidative process upon the theme with the en-
actment of an Access and Benefits' Sharing Law.

The result of this endeavor reflects not only the ex-
perience acquired with theimplementation and ruling of the
issue, by means of the application of Provisional Measure
2.18616/01, but also theinterest of various sectors of soci-
ety that participated in the process.

Thetext produced within the scope of CGEN shows
remarkabl e differencesfrom the Provisional Measure, such
as.

- It readopts the terminology of CBD (genetic mate-
rial), thoughitincludesin the definition of “ genetic material
products’ the “information of genetic origin”;

- It considers genetic material and its by-products as
of common use by the people;

- It dismisses the authorization for access activities
to genetic material and its by-products, for scientific re-
search purposes, stipulating a registration with the compe-
tent authority and the making of internal commissions for
follow up on institutions;

- The access authorization to genetic material and its
by-products for scientific research purposes is kept when-
ever the research project forecasts the participation of a
foreign institution or an institution bearing profit purposes
and the material stems from lands occupied by indigenous
peoples, local communitiesin territoriesliable to measure-
ment, or formerly runaway slave havens: “ Afro-Americans’.

- It renders the signing of the Contract of Benefits
Sharing optional, in cases where access to genetic material
and its by-productsfor bioprospecting purposes, isfor non-
profit institutions;

- It gives a detailed account of the means of protec-
tion of traditional knowledge, specifying that the moral and
heritage rights of its holders are inalienable, unremitting,
imprescriptible and not liable to mortgage;

- It prescribes abenefits sharing system which war-
rantsthat a percentage will always be alotted to the Funds
for Benefits' Sharing, which would have two “signatures’:
one to warrant public interest incident on genetic material
and its by-products; and the other, to benefit communities
not taking part in the Benefits' Sharing Contract, which may
have a share in the associated traditional knowledge;

% Available at <http://www.mma.gov.br/port/cgen >
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- It prescribes penal and administrative sanctions?.

Thislaw draft was sent to the Civil Cabinet, whichis
carrying out consultation with the Ministries sympathetic
to the theme in order to send the Bill to the Congress.

Conclusion

Theimplementation of the Convention on Biological
Diversity, specifically in clauses 8 and 15, which deal, re-
spectively, with the protection of traditional knowledge and
access to genetic resources, as well as benefits' sharing
stemming fromitsuse, hasbeen achallengefor all the mem-
bers of this Treaty, especially for those providing genetic
resources and traditional knowledge, such as Brazil.

Both the principle of sovereignty of the States over
their genetic resources, and the need for benefits' sharing
among providersand users are questioned very little?, how-
ever one can not say the same concerning the instruments
that have been adopted by countries to make their rights
prevail.

The ruling of thisissue has prescribed control mea-
sures at the moment of sample collection, either inin situ or
ex situ, at the moment of shipment of samples - when the
responsibility over their careistransferred from oneinstitu-
tion to another, quite often foreign ones, and at the moment
when a product or process is generated, which may be li-
ableto economic exploitation. Thismoment is often identi-
fied whenever a patent is requested, which is considered a
product of accessto genetic resourcesor to traditional knowl-
edge (Dutfield, 2004).

Thus control falls on both the beginning of the pro-
ductive chain - research done by public and private institu-
tions, and on the development of products, mostly in the
cases done by private companies®.

Clauses regarding the impact of this ruling on scien-
tific and research exchange are frequent, both nationally
and internationally. Still, Brazil is the country which re-
sponded fastest to the critique which targeted the current
legislation, possibly for the very reason that thisisaProvi-
sional Measure.

Whereasin other countries, such as those which are
members of the Nations of the Andine Community, it isnec-
essary to establish a Contract for access activities for any
purpose, including scientific research®, Brazil has managed

to minimize, within the conditions imposed by the legisla-
tion in effect, bureaucracy not only for research, but also
for technological development®.

It isimportant to acknowledge that researchers have
been increasingly required to act and ponder beyond their
restricted field of expertise. Some examples of thisdemand
arethe rulings which affect the practice of their profession,
such as the Innovation Bill; Provisional Measure
2.186-16/02 and the Industrial Property Law, with the pro-
posalsfor its alteration.

Itisnecessary to realize, however, that the challenge
to act in unknown fields is present and is still greater in
other sectors of society, such aslocal communities and the
indigenous peoples.

Isit necessary to improve the legislation in effect in
Brazil concerning access and benefits' sharing? The an-
swer to this question is unanimously positive. Albeit, in
order for this improvement to fulfill public interest -
biodiversity conservation, protection of associated tradi-
tional knowledge, promotion of research and the sustain-
ableuse of biodiversity - it isparamount to practice citizen-
ship by means of the representation of certain sectors of
society, by seeking to build comprehension linksamong all
the parties entailed and not by defending specific interests
corporatively.

The remittal by the Executive Federal Power of the
Bill concerning the issue to the Congress represents a new
chance for society to discuss, give opinions about the mat-
ter; presently in amore effective manner and with morecriti-
ca bulk, thanin 1998.
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