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Background 
Legislation relevant to ABS in both Brazil and the EU has recently changed. The EU and 
many European countries, including the UK, have ratified the Nagoya Protocol, and it is 
anticipated that Brazil will also do so in due course. In this new regulatory environment 
researchers, regulators and businesses need to understand and obtain certainty over legal 
requirements. An understanding of what the regulations require and how this is to be 
managed needs to be shared between all actors, both in Brazil and the EU. Further, there is 
a need to develop and share procedures on how these legislative requirements should be 
supplemented and supported by other means, such as contractual agreements and best 
practices. A key component is likely to be tracing and tracking methods, to facilitate benefit 
sharing arising from utilisation of Genetic Resources (GR) originating in Brazil and related 
traditional knowledge (aTK) to flow back to Brazil, enable Brazilian authorities to monitor 
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utilisation overseas, and enable users in the EU to discover easily the history and legal 
background of GR they wish to use.  

The legislation of particular focus is: 

Regulation (EU) No 511/2014 of the European Parliament and of the Council of 16 April 
2014 on compliance measures for users from the Nagoya Protocol on Access to 
Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from their 
Utilization in the Union (referred to below as ‘The EU Regulation’). http://eur-
lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0511&from=EN  

Commission Implementing Regulation (EU) 2015/1866 of 13 October 2015 laying down 
detailed rules for the implementation of Regulation (EU) No 511/2014 of the 
European Parliament and of the Council as regards the register of collections, 
monitoring user compliance and best practices. http://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=OJ:JOL_2015_275_R_0003&from=FR  

LEI Nº 13.123, DE 20 DE MAIO DE 2015. http://www.planalto.gov.br/ccivil_03/_Ato2015-
2018/2015/Lei/L13123.htm  

DECRETO Nº 8.772, DE 11 DE MAIO DE 2016  
http://www.planalto.gov.br/CCIVIL_03/_Ato2015-2018/2016/Decreto/D8772.htm  

 
Particular aims of the workshop were to: 

1. Inform EU representatives of new legislation in Brazil; 
2. Inform Brazilian representatives of EU legislation and its implications for ABS 

compliance in R&D in the EU; 
3. Identify issues of tracking and tracing GR and aTK originating in Brazil and being 

used in the EU; 
4. Explore expectations and understanding associated with legal and contractual 

obligations, noting any differences in expectations between different stakeholder 
groups; 

5. Identify areas of concern for further action, proposing solutions where possible. 
 
The London Workshop was a part of a larger project, the Brazil-EU project ‘Implementation 
of the Nagoya Protocol on Access to Genetic Resources and Benefit Sharing – Fourth 
Phase. The project activities comprised: 

• A background paper on the legal frameworks for monitoring and sectoral 
tracking/tracing practices, to support workshop discussions in Brazil; 

• A Brasília workshop (7-10 June), with wide cross-departmental and cross-
sectoral participation, including EU and SCBD representatives; 

• A Brazilian mission to Europe (20 June – 1 July), meeting with EU Commission 
and Member State checkpoint representatives in Brussels and participating in an 
ABS seminar in Berlin at the joint annual meeting of  the Global Genome 
Biodiversity Network (GGBN) and the Society for the Preservation of Natural 
History Collections; 

• The London workshop (27-28 June as part of the mission to Europe), with cross-
sectoral EU participation and Brazilian representatives, in which three carefully-
designed hypothetical case studies were used to explore how legislation and 
sectoral systems would apply. 

The attendance of the Brazilian team at the London workshop was funded by the EU-funded 

EU-Brazil Sector Dialogues Support Facility. 

http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0511&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0511&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:JOL_2015_275_R_0003&from=FR
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:JOL_2015_275_R_0003&from=FR
http://www.planalto.gov.br/ccivil_03/_Ato2015-2018/2015/Lei/L13123.htm
http://www.planalto.gov.br/ccivil_03/_Ato2015-2018/2015/Lei/L13123.htm
http://www.planalto.gov.br/CCIVIL_03/_Ato2015-2018/2016/Decreto/D8772.htm
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Workshop Activities 
The workshop agenda is included as Annex 1.  The workshop was led by Dr Chris Lyal of 
the Natural History Museum and facilitated by Professor Tim Hodges of McGill University’s 
Institute for the Study of International Development (ISID). 

The Participants were welcomed to the Natural History Museum by Dr Tim Littlewood, Head 
of Life Sciences Department, NHM. 

Formal presentations on the new Brazilian legislation and the current status of the EU 
legislation and related guidance were given by Manuela da Silva of Fundação Oswaldo 
Cruz, Brazil and Alicja Kozlowska of the European Commission respectively. 

On day one the participants discussed the requirements and examples of tracking and 
tracing systems from the points of view of the providing country and the user. Short 
presentations to explore particular systems were given by Chris Lyal (NHM), Darrell Siebert 
(NHM), Philippe Desmeth (WFCC), Gerard Verkleij (CBS-KNAW Fungal Biodiversity 
Centre), Søren Flensted Lassen (Novozymes), Paul Oldham (One World Analytics) and Ana 
Yamaguishi (Ministério do Meio Ambiente, Brazil).  

On day two the Participants formed three working groups to discuss hypothetical case 
studies involving acquisition and use of genetic resources. They were asked to consider the 
supply and value chain activities from acquisition to the end of utilisation and 
commercialization, if it occurred. Questions were posed centred around the responsibilities 
and expectations of each of the stakeholders, including Providers, Regulators, and Users. 
While there may in some cases have seemed to be simple answers to some questions, 
participants were asked to consider how the actors concerned would ‘know’ what to do in 
their workflow.  The case studies are provided in Annex 2. 

Discussions 

Legislation key points and comparisons 

This is not a document to analyse the legislation in Brazil or EU in detail. However, there are 
some key elements to highlight because they caused concern or have the potential for 
causing confusion. Further information is given in a booklet currently under production 
arising from both London and Brazilian workshops. 

The legislation involved is: 

EU:  

Regulation on compliance measures for users from the Nagoya Protocol on Access to 
Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from their 
Utilization 511/2014 (April 2014).1 

Implementing regulation as regards the register of collections, monitoring user compliance 
and best practices EU No 2015/1866 (October 2015)2 

Brazil:  

Lei Nº 13.123, de 20 de Maio de 20153.    

Decreto Nº 8.772, de 11 de Maio de 20164  

                                                      
1
 http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0511&from=EN 

2
 http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:JOL_2015_275_R_0003&from=FR 

3
 http://www.planalto.gov.br/ccivil_03/_Ato2015-2018/2015/Lei/L13123.htm 

4
 http://www.planalto.gov.br/ccivil_03/_Ato2015-2018/2016/Decreto/D8772.htm 
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Terminology 

The terminology used in Brazil for ABS matters differs in its application from that used in the 
EU (as well as in the Nagoya Protocol), as in Table 1. Caution is required in all transactions 
and discussions to ensure that terms are understood.  

Term Brazil EU (for compliance only – there is 
no overarching EU access 

regulation) 

Access 

 

‘Research or technological 
development carried out on genetic 
heritage sample’  

Obtaining the GR/aTK strictly for the 
purpose of utilisation (may be 
considered as ‘access to the 
molecule’). Effectively the 
equivalent to utilisation in the EU 
Regulation. 

The date of acquisition of the 
genetic heritage is not relevant. 
Access (utilisation) is covered after 
30 June 2000. 

Clarification is needed as to 
whether the legislation is deemed 
by Brazil to apply to GR/aTK of 
Brazilian origin already held outside 
Brazil. 

‘Acquisition of genetic resources or of 
traditional knowledge associated with 
genetic resources in a Party to the 
Nagoya Protocol’ 

The EU Regulation covers genetic 
resources or TK (and not other 
information) that were acquired from 
a country that was at the time of 
acquisition a Party to the NP. 

Benefit-
sharing 
(Benefit-
sharing 
agreement)  

Under Law 13.123  (and thus in 
official communications) this is 
primarily focussed on monetary 
benefits and is triggered by 
economic exploitation. There are 
proportions of annual net revenue 
fixed in the legislation, which can be 
negotiated by sectorial agreement 
(not bilateral by individual users). 

Non-monetary benefits are another 
option and, if agreed, have to 
represent about 75% of monetary 
benefit. 

Additional benefits may be agreed 
bilaterally between the Brazilian and 
EU partners, but these are not 
addressed by the law. 

May include monetary or non-
monetary, but the EU regulation does 
not deal with benefit-sharing per se, 
only that MAT have been reached. 

Most Europeans would expect 
Benefit-Sharing to address monetary 
and/or non-monetary elements, as 
appropriate, and would expect 
benefit-sharing to be strongest 
between initial research users and 
providers. 

Genetic 
Heritage 

Genetic heritage: ‘genetic 
information of plant, animal and 
microbial species or species of 
other nature, found in situ within the 
national territory, on the continental 
shelf, the territorial sea and the 
exclusive economic zone, including 

The EU Regulation uses the CBD 
definition of genetic resources: 
‘material of plant, animal, microbial or 
other origin containing functional units 
of heredity, of actual or potential 
value’ 

The scope only covers derivatives 
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Term Brazil EU (for compliance only – there is 
no overarching EU access 

regulation) 

substances derived from the 
metabolism of these living beings’  

Genetic Heritage acquired for 
access falls within the scope of the 
legislation whether it is obtained in 
situ, ex situ or in silico (i.e. from a 
public database inside or outside 
Brazil). 

Progeny of organisms imported to 
Brazil become Brazilian Genetic 
Heritage if they are reproducing in 
the field (but not if they are 
reproducing only in the lab). 

Progeny of Brazilian organisms in 
another country remain Brazilian 
genetic heritage and subject to 
Brazilian ABS legislation.   

accessed (=acquired) from a genetic 
resource that is in its acquisition 
within scope.  

Digital data obtained from gene 
sequences, which are frequently 
stored in publicly available databases, 
are currently outside the scope. 

The EU Regulation is silent on 
progeny of imported organisms. 

 

Mutually 
Agreed 
Terms (MAT) 

Decree 8772/2016 lays down what 
must be articulated in a Material 
Transfer Agreement (MTA) 
including a requirement to comply 
with Law 13.123./2015.  Financial 
arrangements are set out in a 
separate Benefit-Sharing 
Agreement. There is no separate 
MAT as such. 

There may be an additional bilateral 
MAT between Brazilian and EU 
partners, but this is not covered by 
legislation. 

The Regulation requires that MAT 
have been agreed if required by the 
provider, but does not address the 
contents. 

Most Europeans would expect the 
MAT (often in the form of a Material 
Transfer Agreement) to address all 
terms, not only those laid down in the 
Brazilian Directive. 

Prior 
Informed 
Consent 

Used only in the context of TK and 
indigenous populations, traditional 
communities and traditional 
farmers. 

Other permissions may be 
necessary to collect material in 
Brazil 

Applies to access of GR and aTK, 
according to particular provider 
country legislation/regulatory 
requirements 

Sending 
(genetic 
resources or 
aTK) 

Transfer of the material to a third 
party outside Brazil for access with 
no change in responsibility, e.g. to a 
sequencing facility overseas or to 
an EU partner who is only carrying 
out analysis for the Brazilian partner 
and will return or destroy the 
material.   

‘Sending’ and ‘shipping’ are 
synonymous in Europe 

Shipping Transfer of the material to a third ‘Sending’ and ‘shipping’ are 
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Term Brazil EU (for compliance only – there is 
no overarching EU access 

regulation) 

party outside Brazil for access with 
a simultaneous transfer in 
responsibility for the material, either 
permanently or temporarily (e.g. for 
the recipient’s research).  

Also applies to a Brazil-based 
Brazilian researcher who takes the 
GH out of Brazil temporarily to 
access it elsewhere. 

Note that ‘sending’ and ‘shipping’ 
are only used officially in the context 
of access in the Brazilian sense. 

synonymous in Europe 

Utilisation Not used. Instead the legislation 
refers to ‘Research’ (not leading to 
an economic product) and 
‘technological development’ 
(directed at producing an economic 
product).  

‘Utilisation of genetic resources’ 
means to conduct research and 
development on the genetic and/or 
biochemical composition of genetic 
resources, including through the 
application of biotechnology as 
defined in Article 2 of the Convention 
(definition from Nagoya Protocol) 

Table 1. Terms employed in ABS transactions in Brazil and the EU. 

Applicability 

Brazilian Law 13.123 only covers access (in the Brazilian use of the term - utilisation as 
defined in the Nagoya Protocol). Collecting biological resources with no intent to access 
(utilise) is addressed by different legislation. Any access for utilisation (including shipping) 
needs to be sought by a Brazilian.  

The Brazilian legislation covers use of information from genetic sequences published in 
public databases such as GenBank. Thus Brazil would anticipate that download for 
utilisation would trigger an EU Researcher to seek a Brazilian partner who would register the 
access. The practicalities of tracking and tracing public information of this type are 
challenging, especially for taxonomic research where very many records may be used as 
part of a larger project not focussed on Brazilian taxa. The EU Regulation does not treat 
information downloaded from public databases as within scope. 

Mutually Agreed Terms and Benefit-Sharing Agreements  

These concepts are addressed in Table 1. 

In the case of economic exploitation a benefit-sharing agreement is to be completed within 
one year after prior notification of the finished product to CGen, unless aTK is involved in 
which case the notification and agreement must be at the same time. Business-based 
participants expressed concern that this late triggering, and the possibility that a product 
might be developed with GR from many sources (and thus with multiple agreements), would 
pose problems for business, since the benefit-sharing obligations may prove commercially 
unviable but are only understood after investment in development. 

While Benefit-sharing agreements with the Brazilian Government have a financial basis, 
there are possibilities to include non-monetary benefits also. According to the Decree Article 
22. “In the arrangements for the allocation of non-monetary benefits corresponding to points 
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a, e and f of item II of the caput of art. 19, the distribution of benefits should be equivalent to 
75% (seventy-five percent) predicted for the monetary mode, according to the criteria 
defined by CGen.”  The points a, e and f are as follows: “ a) projects for conservation and 
sustainable use of biodiversity or for protection and maintenance of knowledge, innovations 
and practices of indigenous peoples, traditional communities or traditional farmers, 
preferably in the place of occurrence of the species under in situ conditions or obtaining the 
sample when you can not specify the original location; e) training of human resources on 
issues related to conservation and sustainable use of genetic heritage or associated 
traditional knowledge; and f) free distribution of products in programs of social interest. 

Tracking, Tracing and Monitoring 

The terminology applied can be confusing, but each of these terms has a different 
implication. 

Tracking: Where is 
the object now, and 
where has it been? 

Tracing: Where did 
the object come from, 
and what conditions 
apply to my custody 
and use of it? 

Monitoring: What has 
happened to the 
object?  

 

Each of these may rely on recording only specific events, e.g. third party transfer, 
subsampling to derive multiple entities, separation of associated organisms, utilisation, 
derivative extraction, commercialisation of results. Any continuous system of real-time 
recording of where an object is and what is happening to it may be costly to manage and 
deliver an unmanageable amount of information. Some of the events above, in particular 
utilisation and commercialisation, are triggers in both Brazilian and EU legislation (in both 
cases subject to modifiers) (Table 2).  

 

 

 

Legislation Registration on utilisation Notification on 
commercialisation 

Brazil [‘access’ – see Table 1] 

Registration required prior to:  

 Shipment abroad  

 Request of any intellectual property 
right 

 Commercialization of any 
intermediate product5  

Prior notification of the finished 
product or the reproductive 
material (only in the case of 
economic exploitation) 

                                                      
5
 Under Brazilian Law 13.123 an intermediate product is: is a product whose nature is the use in the production 

chain, that aggregates in its production process, in the condition of ingredient, excipient and raw material, for 

the development of other intermediate product or finished product. 
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 Release of results, final or partial, in 
scientific or communication circles  

 Notification  of finished product or 
reproductive material developed as a 
result of the access 

EU  Only if utilisation is funded by a grant 

 After the first instalment of funding 
has been received and all the GR and 
aTK that are utilised in the funded 
research have been obtained 

 No later than at the time of the final 
report, or in absence of such report, 
at the project end 

Prior to the first of the following 
events occurring:  

a) When market approval is 
sought 

b) When notification is required 
c) When placing product on a 

market  
d) When result of utilisation sold 

or transferred for the purpose 
of (a), (b) or (c) 

e) When utilisation ended in EU 
and its outcome sold or 
transferred outside of EU 

Table 2. Points at which notification of use is required by Brazil and Declarations of Due 
Diligence are required under the EU Regulation 

In the discussions in the project workshop in Brazil in early June it was believed that the 
point at which Notification was required by Brazil in the context of economic exploitation 
(prior notification of the finished product or the reproductive material) was equivalent to that 
required for a Declaration of Due Diligence under article 7(2) by the EU Regulation (at the 
stage of final development of a product). There was some doubt in the London workshop as 
to whether these two are exact equivalents, and clarification is needed.  

Use of unique identifiers 

All speakers emphasised the value of unique identifiers, and provided examples of their use. 
However, the precise use differed according to the example given. 

Different users employ different formats of unique identifier, from the computer-generated 
UUID (Universally Unique Identifier) and GUID (Globally Unique Identifier) to human-
readable numbers such as formed by a country prefix followed by a date and a serial 
number for records created on that date. This report is not an appropriate place to discuss 
this level of complexity.  

Unique identifiers may be applied in different ways, for example: 

By users to multiple resources. For example, NHM applies an UUID to ‘Acquisitions’ which 
may comprise many different specimens or samples provided together from a single source. 
These may include representatives of many species which will subsequently be stored in 
different localities in the collections. The database provides the means to trace the original 
Acquisition record, to which a scan of the permit is attached. The system manages tracing 
but is less effective at tracking. Culture collections may require a depositor’s identifier with 
acquisitions, which may also be multiple species. 

By users to individual strains or specimens. Under the MIRRI Best Practices, microbial 
Biological Resource Centres (mBRCs) apply a unique strain identifier to strains held. This is 
transmitted between mBRCs.  In a similar manner NHM may apply additional identifiers to 
individual specimens or genetic samples, which will be associated within the database to the 
initial Acquisition record. Such records can be exposed externally in databases or 
publications with the addition of a unique institutional prefix.  
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By users to manage developments in the value chain and manage ABS and contract 
compliance. In addition to applying unique identifiers to strains or cultures companies such 
as Novozymes may have an in-house system to keep track of process, each step in the 
development having its own unique identifier with links both up and down the development 
chain.  

To facilitate wider communication between users and providers. The online catalogue of 
microbial strains maintained by the Global Catalogue of Microorganisms at the WFCC-
MIRCEN World Data Centre for Microorganisms can use strain identifiers provided by 
mBRCs, linked to the unique identifier for the mBRC itself, to provide information to any 
user, including location of strains, appearance of strains in publications, use in patents, and 
sequence information. An option to facilitate direct links between Internationally Recognised 
Certificates of Compliance on the ABS Clearing House is being discussed. 

To identify permits and other documents providing legal certainty or contractual 
requirements. In Brazil a Registration is required to legitimise Shipping or Access; this will 
generate an MTA, and in due course a Notification may be raised by the Brazilian user or 
partner, and a Certificate of Access Regularity might be provided by the Competent Authority 
at the request of the user. A numbered receipt will be issued on Registration and 
Notification. One of these may be used to publish on the ABS Clearing House to generate an 
Internationally Recognised Certificate of Compliance, once Brazil becomes Party to the 
Nagoya Protocol. The key number, which should be transmitted through the other 
documents as possible, is that of the original receipt of Registration. While it will be entered 
onto the IRCC, it cannot be the IRCC number itself (which is generated automatically by the 
ABS-CH) but the receipt number could be used in the IRCC title to facilitate its rapid 
identification. Application of a single permit number facilitates search of publicly available 
content (e.g. databases, publications, permits, research reports etc) for its use, and thus 
facilitates a cheap semi-automated monitoring system. Using free software can add the 
facility of QR codes, which can be applied to specimens or samples to help users rapidly 
discover permit conditions, and downloaded onto mobile devices to facilitate field checking 
of permits by police and environmental management agencies. A cost-effective electronic 
system for permit issuance, enabling permits from different government agencies to be 
issued through a single portal, was described. 

While stakeholders may apply unique identifiers this does not equate to these identifiers, or 
the information they are applied to, being openly available. Without prejudice to reporting 
requirements and contractual agreements, commercial entities will necessarily keep their 
activities confidential for business reasons, and research bodies may limit open access to 
data under study. 

Case studies 

The case studies discussed are provided in Annex 2.  Points of interest and concern arising 
from the individual working groups are provided her, but not the detail of the processes 
identified, which would need to be officially verified. The assumption was made that Brazil 
will be a Party to the Nagoya Protocol so that the application of the EU Regulation can be 
included; if Brazil does not ratify the Protocol the EU Regulation will not apply. 

Case Study 1 

Scenario 

• A researcher is studying biochemical properties of venom in the UK to inform his 
grant-funded non-commercial research on phylogeny and evolution. 
• He accesses Brazilian snakes in situ and from a British pet shop. 
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• He partners with two other research organisations in Germany and Australia 
respectively to obtain access to their analytical facilities, since he is unable to analyse the 
chemical constitution of the venom.  
• All his results are published, including the chemical composition of the venoms (on 
the publicly-available European Molecular Biology Laboratory site).  
• Both German and Australian organisations may have non-commercial and 
commercial interests, and pursue commercial lines of research with the analytical outputs.  
• A third commercial company in the UK downloads the chemical composition data 
from the EMBL site, and develops a product for market. 

Working group comments 

If GR are transferred by a researcher to an analytical facility as a service this should be done 
under the same conditions as the original MTA from Brazil. It appears that the analytical 
facility does not need a separate registration from Brazil as they are providing a service not 
carrying out R&D.  However, they do need to exercise due diligence under the EU 
Regulation. 

The venom of a snake is the result of utilisation in the sense of a derivative, extracted from a 
Genetic Resource that was obtained under from a Party to the Nagoya Protocol, and 
consequently is covered by the EU regulation. 

The case study includes a snake obtained from a pet shop. If the snake was originally 
obtained from Brazil this would be a change of use and would require an access registration 
being sought from Brazil. However, if the snake is progeny of Brazilian snakes exported to 
the UK in the pet trade but born in the UK, there is a divergence of legal requirements, 
Under Brazilian law the progeny is still Brazilian genetic heritage and a user in the UK would 
require a Brazilian partner to register the access if it is to be the subject of R&D as described 
in the case study. However, the EU Regulation would probably see the UK as the ‘provider 
country’ of the snake (it does not consider ‘country of origin’) and consequently utilisation 
would be out of scope. In both scenarios it is unclear how the purchaser would know what to 
do either under the regulation or in compliance with Brazilian law. They would need to ask 
whether the snake was bred in the UK or imported and assume they were given correct 
information. Initially the pet shop should have had a licence from IBAMA for breeding were 
this to take place, but the legal status of any ABS requirement transmitted via the breeding 
licence is unclear. The issue needs to be further analysed, and included in the European 
Commission’s guidance for the animal breeding sector; currently the draft document does 
not address the pet trade.  

 

Case Study 2 

Scenario 

• Plant samples are collected in several countries including Brazil by a number of 
collectors working for an SME.  
• These plants are sold on through an intermediary to a product development company 
for scientific research of potential aromatics.   
• After analysis and screening a set of chemicals are taken forward from these plants 
for modelling and synthesis.  
• Following final selection, the chemical formulae and a synthesis system are sold to a 
cosmetics firm for further work and eventual marketing as part of a range of beauty products. 
• In a separate transaction, a Brazilian company extracts the sap of the plants and 
exports it to the EU as a health drink. 
• An EU company purchases the drink and extracts chemicals as described above, 
selling the formulae on to a cosmetics company. 
 
Working group comments 



 

12 

 

The working group understood that the sale of the chemical formulae and a synthesis 
system by the product development company to the cosmetics company did not trigger a 
notification to Brazil because it is not a ‘final product’. The marketing of the Cosmetics 
company products would trigger such a notification, however.  

Similarly, a Declaration of Due Diligence under Article 7(2) of the EU Regulation would not 
be required from the Product Development Company but would be required from the 
Cosmetics company. 

It was unclear to the working group whether the transfer to the cosmetics company would 
have required a new registration in Brazil or whether it flowed from the original one [it 
assumes that transfer of the GR to a third party is permitted under the original MTA, in which 
case under the MTA all conditions should be accepted by the third party]. The working group 
was also unclear whether the Cosmetics company would ‘inherit’ the Brazilian partner of the 
Product Development company or would need to seek a new partner so it can comply with 
its responsibilities.  

Considering the use of the exported sap, the original collection and export of the sap would 
probably not have required registration in Brazil. However, R&D on the sap is change of use 
and would trigger application of due diligence in the EU company. It is unclear how this 
would be tracked, or how the EU company would discover and execute its responsibilities. 

Case study 3 

Scenario 

 An EU researcher collects fungi in Brazil as a part of his research into factors affecting 
plant growth. He selected the fungi with advice from the Kokama people (who live in 
Brazil and also Peru and Colombia). 

 In the EU he extracts the active chemicals in grant-funded work. He publishes the results 
of his research, including the chemical composition, on a public database.  

 Fungal cultures are transferred to a culture collection, the researcher having no further 
interest in them. 

 A pharmaceutical company recognises the potential value of one of the chemicals, and is 
aware from published studies elsewhere that the fungus concerned is known to have 
traditional medical properties developed by the Kokama people at least in Peru.  

 The pharmaceutical company acquires some of the strain from the culture collection, 
synthesises the chemical and eventually it appears as a part of a product. 

Working group comments 

Working with indigenous people requires working with the appropriate government agency – 
FUNAI.  PIC is required before Registration but no collecting permit from ICMBIO, because 
only animal collecting requires such a permit. PIC needs to be in accessible language (for 
the indigenous people) and the user has to describe the terms of the benefit sharing and the 
objectives, methodology, timescale, funding and probable products, etc. 

In the case study the two overseas actors – the researcher and the pharmaceutical company 
– are deemed to be independently accessing GR and aTK. Consequently they must both, 
with Brazilian partners, go through the processes of seeking PIC. However, the 
pharmaceutical company do not need the shipment registration and the MTA will have the 
number of the original registration.  

The level of protection of the indigenous people is not related to the quality or quantity of the 
aTK provided. 

Brazilian legislation does not address transboundary knowledge. 
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Recommendations 

These recommendations were made by members of the workshop but time prohibited their 
formal endorsement in plenary. They have been circulated to all workshop members for 
comment and endorsement. 

Scope 

1. Review is needed for the inclusion of in silico information under the Brazilian legislation, 
in the light of practical issues, particularly in taxonomic studies. The necessity of seeking 
a Brazilian partner and then registration of all Brazilian sequences used in a large project 
without a Brazilian focus, for example, would lead to either the Brazilian regulation being 
ignored or Brazilian information being excluded.  

2. The Commission Guidance document on ABS in the Animal Breeding Sector should 
include clarity on (i) the pet trade’s responsibilities in obtaining and sharing a breeding 
licence from Brazil and perhaps other countries, (ii) the application of the EU Regulation 
on ABS to animal progeny obtained from the pet trade.  

Benefit-sharing and notifications 

3. Given that non-monetary benefits may offset financial benefits there is a need for 
Brazilian stakeholders to develop methodologies to quantify the value attached to non-
monetary benefits. These can be used to agree the financial offset with commercial 
partners. The relevant non-monetary benefits are given above. 

4. Because the official benefit-sharing agreement is not required when no economic 
exploitation is undertaken or reproductive material generated (unless TK that can be 
traced to identifiable sources is involved), Brazil may fail to receive non-monetary 
benefits generated by purely academic projects. Brazilian authorities should give 
guidance to Brazilian organisations on developing bilateral non-monetary benefit-sharing 
agreements with overseas collaborators when appropriate. 

5. Brazil should provide clarification on benefit-sharing arrangements to commercial 
sectors, and there may be a need to give consideration on the timing of benefit sharing 
agreements. No formal recommendation was made by the workshop, but there was 
concern among some commercial participants, as discussed above.  

6. Brazilian and EU authorities should provide clarity on the terms ‘Intermediate product’ 
(Brazil), ‘Finished Product’ (Brazil) and ‘Final [development of a] Product’ (EU), including 
whether they are synonymous. EU authorities should provide clarification on whether 
products developed from utilisation and sold should trigger a declaration of due diligence 
under article 7(2), given that the purchaser may or may not go on to undertake further 
R&D and the results of this may or may not be placed on the Union market. 

7. The MTA is a key document, and users should transmit this along the value chain. It is in 
the interest of users further down the supply and value chains to require those further up 
the supply chain to provide information required to provide legal and contractual 
certainty.  

Unique identifiers 

8. Brazilian authorities and others should maintain the unique identifier of the Registration 
receipt through other official documents to facilitate tracking, tracing and monitoring.  

9. Once Brazil becomes Party to the Nagoya Protocol it will be publishing permits or 
equivalent on the ABS Clearing House to generate Internationally-Recognised 
Certificates of Compliance. Brazil should by that time clarify which document will be 
used, which might be the Certificate of Access Regularity (provided by the Competent 
Authority at the request of the user) or the Shipping Registration Receipt (recommended 
by Working Group 3 of the workshop). Both alternatives have been supported by various 
participants. The relevant document should ideally be generated in both Portuguese and 
English, and list all the participants of the project and their institutions. 
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10. The Brazilian authorities should consider means of making the unique identifier of the 
Registration receipt globally unique. One suggestion was to add a prefix denoting the 
Country (ISO 3166-1). 

11. If there are multiple shipments from Brazil of GR under a single access registration a 
means of both associating and differentiating these needs to be established, with the 
retention of a single core identifier. 

12. Where a GR has been collected in Brazil under permission from Instituto Chico Mendes 
de Conservação da Biodiversidade (ICMBio) through the electronic system SISBIO and 
is subsequently shipped for access abroad, it will have separate permit numbers from 
the two authorities involved; means should be sought to harmonise these. 

13. Users should cite the unique identifier of the Registration receipt in their databases and 
all transactions, including publications and patents. [The was proposed by one 
participant; differing views were expressed on this recommendation and discussions 
were inconclusive] 

User responsibilities 

14. If countries wish to exert rights over sequence data on public databases, means to 
provide a statement at record level if there are ABS requirements and how these should 
be addressed. [Note – this recommendation was not accepted by all participants]. 

15. Although not required under Brazilian law, users should deposit vouchers of any genetic 
resources accessed in Brazilian collections.  
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Monday 27th June 

Agenda Item Leader / speaker 

Session 1 – Welcome and Background.    Chair: Chris Lyal 
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Tuesday 28th June 
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Session 3 – EU Regulation  Tim Hodges 
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Implementing Regulation - current status and lessons learnt 

Alicja 
Kozlowska 

Session 4 – case studies Tim Hodges 

Introduction to case studies Chris Lyal 
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Report from each group Tim Hodges 
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Chris Lyal 
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Annex 2. Case studies 
The three Case studies below are hypothetical but contain likely real-world scenarios. The 
participants were asked the following: 

Please consider the supply and value chain activities from access to the end of utilisation and 
commercialization, if it occurs. Several questions are posed, centred around the responsibilities 
and expectations of each of the stakeholders, including Providers, Regulators, and Users. While 
there may seem to be simple answers to some questions, please think what this means to the 
actors concerned and how they will ‘know’ what to do in their workflow. Sometimes there may be 
‘soft’ solutions that need to be embedded in organizational policies or sectorial best practice. If 
tracking, tracing and monitoring systems are in place, how should they operate between different 
actors? Are there reasons (e.g. academic or commercial confidentiality) that would militate against 
the use of such systems?  

Case study 1: Academic study and potential commercialisation.   
Key terms: Venoms, biochemical composition, pharma, digital data 

Scenario 

 A researcher is studying venom in the UK, particularly its biochemical properties, to inform his 
grant-funded research on phylogeny and evolution. 

 He accesses Brazilian snakes in situ and from a British pet shop for non-commercial research. 

 He partners with other research organisations (one in Germany, one in Australia) to obtain 
access to their analytical facilities, since he is unable to analyse the chemical constitution of 
the venom.  

 All his results are published, including the chemical composition of the venoms (on the publicly-
available European Molecular Biology Laboratory site).  

 Both German and Australian organisations may have non-commercial and commercial 
interests, and pursue commercial lines of research with the analytical outputs.  

 A third commercial company in the UK downloads the chemical composition data from the 
EMBL site, and develops a product for market. 

Questions: 

 What are the legal responsibilities of: 
o The UK researcher? 
o The German research partner?  
o The Australian research partner?  
o The UK commercial company? 
o The EU Regulators? 

 What are the expectations of: 
o The UK Researcher? 
o The German research partner?  
o The Australian research partner?  
o The UK commercial company? 
o The EU Regulators? 
o Brazil?  

 What tracking, tracing or monitoring systems should be in place?  
o What should they achieve? 

 What if any other elements need to be put in place by the various actors? (Try to be as precise 
as possible. Think of the permit conditions, any contractual clauses between actors.) 
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 Are there reasons (e.g. academic or commercial confidentiality) that would militate against the 
use of tracing or other relevant systems? 

Case study 2: Supply chain and value chain.  
Key terms: Supply chain, aromatics, derivatives 

Scenario 

 Plant samples are collected in several countries including Brazil by a number of collectors 
working for an SME.  

 These plants are sold on through an intermediary to a product development company for 
scientific research of potential aromatics.   

 After analysis and screening a set of chemicals are taken forward from these plants for 
modelling and synthesis.  

 Following final selection the chemical formulae and a synthesis system is sold to a cosmetics 
firm for further work and eventual marketing as part of a range of beauty products. 

 In a separate transaction, a Brazilian company extracts the sap of the plants and exports it to 
the EU as a health drink 

 An EU company purchases the drink and extracts chemicals as described above, selling the 
formulae on to a cosmetics company 

Questions: 

 What are the legal responsibilities of: 
o The collectors?  
o The first SME?  
o The intermediary?  
o The product development company?  
o The cosmetics company? 
o The sap exporters? 
o The EU Regulators? 

 What are the expectations of: 
o The collectors?  
o The first SME?  
o The intermediary?  
o The product development company?  
o The cosmetics company? 
o The sap exporters?  
o The EU Regulators?  
o Brazil? 

 Is there a difference between the chain using the plants and the chain using the juice? 

 What tracking, tracing or monitoring systems should be in place?  
o What should they achieve? 

 What if any other elements need to be put in place by the various actors? (Try to be as precise 
as possible. Think of the permit conditions, any contractual clauses between actors.) 

 Are there reasons (e.g. academic or commercial confidentiality) that would militate against the 
use of tracing or other relevant systems? 

Case Study 3: Cross-over from non-commercial to commercial. 
 

Key terms: aTK, public database, change of use, third party transfer 
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Scenario 

 An EU researcher collects fungi in Brazil as a part of his research into factors affecting plant 
growth. He selected the fungi with advice from the Kokama people (who live in Brazil and also 
Peru and Colombia) 

 In the EU he extracts the active chemicals in grant-funded work. He publishes the results of his 
research, including the chemical composition, on a public database.  

 Fungal cultures are transferred to a culture collection, the researcher having no further interest 
in them. 

 A pharmaceutical company recognises the potential value of one of the chemicals, and is 
aware from published studies elsewhere that the fungus concerned is known to have traditional 
medical properties developed by the Kokama people at least in Peru  

 The pharmaceutical company acquires some of the strain from the culture collection, 
synthesises the chemical and eventually it appears as a part of a product. 

Questions: 

 What are the legal responsibilities of: 
o The researcher?  
o The culture collection? 
o The pharmaceutical company?  
o The EU Regulator? 

 What are the expectations of: 
o The culture collection? 
o The pharmaceutical company? 
o The EU Regulator 
o Brazil? 
o The Kokama people in Brazil, Peru and Colombia? 

 What tracking, tracing or monitoring systems should be in place?  
o What should they achieve? 

 What if any other elements need to be put in place by the various actors? (Try to be as precise 
as possible. Think of the permit conditions, any contractual clauses between actors.) 

 Are there reasons (e.g. academic or commercial confidentiality) that would militate against the 
use of tracing or other relevant system 
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