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l. INTRODUCTION

1. At its third meeting, in recommendation 3/3, the Wilog Group on Access and Benefit-sharing
recalled that existing other approaches could Imsidered to complement the Bonn Guidelines and are
useful tools in assisting with the implementatioh azcess and benefit-sharing approaches. It also
recognized that an international certificate ofgovisource/legal provenance could be an elememinof
international regime on access and benefit-shanmbdeserved further examination.

2. The Working Group invited Parties, Governments,evaht international organizations,
indigenous and local communities and all relevéakeholders in particular the private sector, tepgare
further studies and pilot projects and to repoeré¢ion to the Executive Secretary, and to submit the
views to the Executive Secretary on the design rofirsernational certificate of origin/source/legal
provenance, includingnter alia:

(@) Its rationale, need and objectives;
(b) The desirable characteristics/features;
(c) The practicality, feasibility and costs at patl and international levels.

3. The Working Group requested the Executive Secrdtaprepare a compilation thereon for the
consideration of the Working Group at its fourthatieg.

4, Notification 2005-044 of 14 April 2005 was sentRarties, Governments, indigenous and local
communities, international organizations and redstakeholders inviting them to submit furtherdég
and pilot projects as well as views on the desifjmrointernational certificate of origin/source/g
provenance.

5. Submissions received from Canada, Costa Rica, thepgan Community and its Member States,
India, Mexico and the Australian APEC Study Ceumtre compiled in section I.

6. Participants may also wish to refer to sectionBllof the note prepared by the Executive
Secretary, for the third meeting of the Working @o on Access and Benefit-sharing
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(UNEP/CBD/WG-ABS/3/5), which addresses the issue ah international certificate of
origin/source/legal provenance.

. COMPILATION OF VIEWSPROVIDED BY PARTIES, GOVERNMENTS,
INDIGENOUSAND LOCAL COMMUNIITES, INTERNATIONAL
ORGANIZATIONS AND RELEVANT STAKEHOLDERSON THE
FURTHER STUDIES, PILOT PROJECTSAND VIEWS ON THE DESIGN
OF AN INTERNATIONAL CERTIFICATE OF ORIGIN/SOURCE/LEGAL
PROVENANCE

A. Governments

Canada
Canada has read with interest the report of theedriilations University- Institute of Advanced Sesli
(herein UNU report) on the “Feasibility, practi¢gland cost of a certificate of origin system fengtic
resources”, and agrees that:

Any certificate of origin scheme would need to pobtthe interests of
resource providers without being so restrictivetasprevent desired
flows of genetic resources for scientific purposkisked to the

conservation objectives of the CBD. Access to gemetources is also
important for food security and to create commérapgportunities from

which benefits may flow. Furthermore, any systemsimnot be so
bureaucratic or costly that the transaction costscevely consume
potential benefita:

While the UNU report is a good start in thinkingoab the technical barriers to elaborating a
certificate system and potential solutions, moseagch is needed to fully assess the technicatspe
this proposal as well as the capacity of countaied/or organizations to effectively implement suach
system.

From Canada’s perspective, any certificate woulkiehta be issued by the country of origin. The
compliance burden would then fall on the countrpigin and would depend greatly, for instancejten
capacity to issue the certificate. A lack of capawiithin a country of origin may reduce its abhjlito
compete in the marketplace of genetic resourcesthat same time, neighbouring countries with
transboundary resources will need to coordinatehanchonize the process of issuing certificatesrdteio
to ensure no incentives for avoiding ABS procedereast in their region. If certain countries of gn,
such as the Least Developed Countries, lack seffictapacity to produce certificates of origin,nhiee
international regime should contains measuresppat capacity-building efforts in those countries.

Technological proposals relating to certificates afgin/source/legal provenance, such as
proposals for an online certificate of origin, mb&t considered with due regard for the technoldgica
capacity of provider countries, particularly thade developed countries. Solutions for trackingegien
resources and associated TK should therefore ta&eaccount the technological capacity of soméhef t
major provider countries.

Costa Rica

Other approaches, according to decision VI/24 lgjuding consideration of an international certifiea
of origin/source/legal provenance

Regulations for access to genetic resources arebado traditional knowledge are governed, in
Costa Rica, by Executive Decree N° 31514 —MINAEo{B/ersity Act Regulation N° 7788 respecting

i UNU-IAS certificates of origin working paper (Firinary findings, December, 2004), p. 6.
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access to genetic and biochemical resources amdeete of biodiversity and access to traditional
knowledge). In that regulatory document, “Certifeaf origin or legal provenance” is defined asn“A
oficial document issued by th®ficina Técnica de la Comisibn Nacional para la @G&s de la
Biodiversidad (CONAGEBIO - Technical Bureau of the National Coission for Biodiversity
Management), which certifies the legality of theess to genetic or biochemical resources or eleyw#nt
biodiversity, and compliance with the terms undéicl the corresponding access permit was granted to
the interested party.”

To certify the legality of access, the Technicalréau of CONAGEBIO (the Competent
Authority) issues to the applicant or interestedypa certificate of origin, also called “certifigaof legal
provenance.”

Its characteristics (information, elements or cotjtare determined in Costa Rica’s regulation on
access as follows:

- Place and date of access.

- Owner of the biodiversity resources.

- Material obtained, in what quantity

- Person, community or communities that have contithwr will contribute their related knowled,
innovations and traditional practices.

- Indication of whether the interested party has dedpwith established regulations or legislation
regarding prior informed consent, and regardingmamce with mutually accepted terms for the
proposed access to genetic resources.

- Date and number of the resolution granting the sxpermit.

With regard to the characteristics that a certicaf origin/source/legal provenance should
include, we agree with the characteristics listgdthe experts who participated in the “Regional
Workshop on Access to Genetic Resources and FdiEgnitable Sharing of the Benefits Arising from
their Use, and Associated Traditional Knowledgeidhn Havana, Cuba, on 21 and 22 June 2005:

i. Should be reviewed fundamentally, but not exclugivie patent applications;

ii. Should be used for review at the end of the proaesdor step-by-step tracking;

iii. Must state the legality of the access;

iv. Must be a positive signal, and must therefore legl @s a positive incentive for users.
v. Must remain a simple concept.

vi. Must be practical and inexpensive.

vii. Must be issued by whoever is granting the acceassipe

The overall objective of Costa Rica’s legislatioitharegard to the issue of a certificate of origin
or a certificate of legal provenance arose fromdbiecept of legal provenance, since that is théraken
idea.

Costa Rica is currently drafting a regulation focess taex situgenetic resources, and there is a
preliminary draft of the initiative to ensure thafhen there is an attempt to access genetic res®iurex
situ conditions, but, for various reasons, the intestarty wishes to export the material for useidats
of the country, the interested party must apply docertificate of origin/legal provenance that must
accompany the material at all times. Said certificaill be issued according to the terms set out in
Executive Decree 31514-MINAE: General Regulatiarsaiccess to genetic or biochemical resources and
elements of biodiversity.” It is considered appraf@ to discuss the need for and purpose of rewyiri
that the material be accompanied by a certifichterigin/legal provenance in such cases, and touds
the certificate’s content and other possible u3é® issue awaits the discussions and decisionkeof t
Open-ended Working Groups on ABS at its fourth inget
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With regard to recognizing certificates of origaghl provenance at the national and international
level, the Open-ended Working Group on ABS musitdisth criteria for international recognition, whic
must be part of the elements of the internatioagime, one of which could be international recagnit
for certificates of origin that are backed by na#iblegislation. In other words, if a Party’s naiib
legislation addresses the issue of certificaterggin/legal provenance, said certificates shoudd b
recognized internationally.

European Community and itsMember States

The European Community and its Member States weang the Parties that responded to the
invitation in decision VI/24 B andinter alia, submitted their views and relevant information am
international certificate of origin/source/legalopenance to the third Ad Hoc Open-ended Working
Group on Access and Benefit-sharing. The relepant of this submission is found in an information
document (UNEP/CBD/WG-ABS/3/INF/1, pages 25-26).

A certificate of origin could potentially be relewato the ABS process under the CBD by
bringing more transparency to transactions reltdegenetic resources and facilitating the monipioh
national access laws. However, core issues ofrbig concept still require a careful evaluation: the
objective of such a certificate; exactly what sliobé certified; the relationship of such certifecatith
the objectives of the Convention on Biological Dsity on conservation and sustainable use; its
practicality; and cost effectiveness, etc.

The EU is convinced that discussions on the conaagtdetails of a certificate of origin will
greatly benefit from practical implementation segli In this regard the European Commission is
financing a project to test the feasibility of ateigrated conveyance system to manage access iaeftt be
sharing issues related to microbiological resourteg project develops tools to evaluate the ecamiom
value of microbial resources and model documentsntble the tracking of microbiological resources
that can widely be used by microbiologists in théliz and private sector. Results should be aviglbip
the end of 2005.

The German Environment Ministry has commissionedraprehensive and informative study on
the role of certificates of origin, source and leg@venance as one of the instruments under digmus
within an International ABS Regime. The study hasrbsent to the CBD secretariat and has been made
available to participants of WG ABS3.

India
Rationale

The certificate of origin can be used to fulfilletmequirement of the disclosure of the origin of
genetic resources and associated traditional krigel@s a condition for receiving applications frarg
of patents. Certificate of origin can act as evideaof prior informed consent (PIC) and Mutually Aed
Term (MAT) thus can reduce the load of patent eSiby exempting them from the need to examine all
of the documentation on ABS agreement. Furtheiilitbe useful in tracking flows of genetic resousce
and documenting evidence for the right to use genesources.

Desirable Characteristics:

A preliminary list of the information that may peys be included in a certificate of origin, has
been proposed by Barbetral. (2003), these include:

Details of the provider and user;

Details of the indigenous or local communities;

Details of genetic resources or traditional knowgkd

Details of the approved use which may be madeefdéblources;
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Period of the agreement; and
Details of the issuing authority.

There is a need to make a distinction betweenficate of origin, certificate of source and
certificate of legal provenance.

While certificate of origin would be issued fromstgnated national authority of the country of
origin of resource and TK, certificate of sourcgdeprovenance could be alternatives to certificte
origin in instances where country of origin is iffit to be known. A certificate of source woulddk the
resource to the place from where the user obtatnedhich may not necessarily be the country ofiori
Certificate of legal provenance would show evidetitat the resource is legally held, or had been
obtained from a legally entitled provider. Henceeatificate of origin is more important than chctite
of source/legal provenance.

The elements of the legally binding instrument oBSAshould include an internationally
recognized certificate of legal provenance of deneesources that should include evidence of
compliance with access legislation (including piidormed consent and mutually agreed terms). Egrth
the requirements to obtain the Certificate shoddabtionally defined, considering the provisiongha
CBD. Criteria for international recognition of tlkeertificate should be established in the legaltydibig
instrument.

Operational functionality

A bar code based on internet based system of icatéfwould work better than certificate in a
paper form. Further, the verification/monitoringtbé certificate would have to be at the patentrénar
level, rather than at the country’s border, siride extremely difficult to regulate physical movem of
biological resources across borders. It was alHfothat the cost of international certification s
would not be prohibitive, and in any case, suckiséesn is essential to ensure benefit sharing aewkept
biopiracy.

*

M exico

Considerations for the design of an internationaitificate of origin/source/legal provenance

Despite being the subject of multiple discussiansxpert meeting, the proposed Certificate of
legal provenance/source/origin has not been anditgzdetail in the context of the international Reg
Mexico would like to provide some comments as arndoution to the discussions to be held in Granada
in 2006.

Al Rationale, need and objectives
To regulate the access to genetic resources, toollection to its utilization, implies the regtibn of a
process involving multiple actions and actors. Sehprocesses tend to take significant time.

In addition, it involves regulating a process tilgainherently uncertain. In particular, there is
uncertainty with regards to the type and reachhefresults and benefits that could be derived feom
specific access to genetic resources.

As an additional feature, the biotechnological stdy in its pharmaceutical, agricultural and
industrial areas, tends to be a globalized oneh wesearch and development activities occurring in
different social contexts and legal frameworks.

The following English translation was providedMgxico.
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In the absence of a coordinated regulatory respthese is a risk to lose our capacity to ensure
compliance with access and benefit-sharing pronssias well as the risk to increase transaction tocost
the extent that different jurisdictions try to réafe the process in an uncoordinated fashion.

What is the certificate of legal provenance?

The certificate of legal provenance (CLP) is a lemgetrument that provides evidence of
compliance with the CBD as well as national acdass. It also serves as evidence of mutually abree
terms for the fair and equitable distribution of thenefits.

This instrument has to be international in natorensure that it can follow the entire process of
research and development up to the point of utitrai.e. along the entire reach of CBD obligation

The Certificate of legal provenance constitutegiatral part of the contractual approach within
the Regime. It allows for a speedy and effectiverdmation between jurisdictions. This coordination
involves a lower regulatory burden, and as such, reduction in transaction costs.

A.2 Desirable features
Among the most important features of the Certicate propose:
a. Issued by a designated national authority
b. Simple and homogenous format
c. Easily verifiable, either by environmental authiestor relevant stakeholders
d. Low administration costs
e

Include minimum check points in stages near the moerial applications of the
biotechnological products in order to promote itsnpliance. One such key check point
are in the granting of intellectual property rights

f. Clear triggers to activate the disclosure requimgmghould be developed to provide
certainty to users

g. Has to be flexible enough to accompany both theetiematerials as well as the derived
information

h. Requires credible and effective mechanisms for onati authorities to act upon
infringements

In order to identify more clearly the role of ther@ficate, it is worth mentioning some of its
undesirable features:

a) It does not have to be verified in all stages andllitransactions along the R&D process;

b) Disclosure of the Certificate is not in itself egalent to verifying compliance with its
associated conditions, but only that permittinddatization requirements have been met.
As such authorities in charge of check points, suchntellectual property offices, should
not be in charge of verification, this has to be&by environmental authorities or any
other authority designated by Parties.

In its more concrete form, the certificate will sist of a standardized electronic code that should
be linked to samples and sub-products derived figmncluding intangibles ones (i.e. relevant
information, derivatives)

The specific access and benefit sharing conditmssociated with each certificate should be
uploaded on a clearinghouse via internet, whicHdcbe freely verified. Harmonization of the format
and means to ensure no duplication of codes ingake
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Check point should require disclosure of the Gesdte code, store it in its public databases
and/or transmit this information to the Clearingbeu

Requirements for the issue of access permits amdsbociated Certificate fall under national
jurisdiction and could be on a case by case baSisch requirements include: prior informed consent
(unless decided otherwise), traditional knowledgaed distribution of benefits. Verification of
compliance with access conditions would have lowests if conditions were simpler and more
standardized. In this regard, it would be worthplexng the possibility of developing model
contracts/conditions/structure that could help toleast partially codify access and benefit sharing
conditions in the Clearinghouse.

Given that all countries have users of geneticuess, check point should be created in all of
them, unless a global one is developed. One aligefor this could be the use of the internatiquiease
of the Patent Cooperation Treaty (PCT) as a platftor establish the disclosure requirements asqgart
preliminary evaluation done by the search inteamati authorities.

A.3 Viability and costs at a national and intetioaal level

The main additional burden of the certificate is tbligation to keep a record of the certificate
and transfer it to those who make use of genesourees. It has therefore two basic components to
evaluate its practicality, viability and costs: sterage and its transmission. It should be ntitaj under
current conditions, the alternative to this is tmers to keep unstructured data on a wide variety o
individual contracts/permits with the associatethptexity of identifying its rights and obligations.

From the point of view of storage, it is importamtnotice that the demands for the certificate are
a simple addition to the significant storage andadamanagement needs and challenges of current
bioinformatics databases. The explosion in biaaligenetic and molecular information associated t
new technologies has prompted the search for neis to facilitate their management. The certificat
would represent an additional field for these graydlatabases.

These growing databases require well curated irdbon about organisms, samples and/or
information that they held. For example, inforroatabout the institution that provided the matetiad
collection site, information of the researcher/camp responsible for the material, etc. The udénee
an academic institution or an enterprise, thaaigable of keeping this information of its samplesi, be
able to keep a register of the associated cetificar alternatively track the certificate to itgppliers.
The certificate will in fact, facilitate storage sdfich information.

About information transfer, the reason why an etett code is proposed is to facilitate this code
to accompany both physical samples as well asgrténinformation. The way in which the certifieat
could follow information is through a similar to Riag reference to scientific work in a publicatidrne
user of a genetic resource would have to acknowlediggenetic resources that contributed in anntisde
way to the information/invention through the distlce of the certificate code in relevant check paird
to other users.

This disclosure obligation should be based on car simple criteria so as to provide certainty
to users and facilitate verification. The transius of this information requires of an effort a@nvey
users their obligation to disclose. The meansmethods by which to transmit such information aigsi
the checkpoints should be left to the individuahagements.

The certificate allows the receptor of the mateoalinformation to verify the obligations and
rights that he has over them. In this sense, énficate makes it easier to the user to knowléual
situation of his assets. Therefore, the certificabntributes to provide transparency and certainty
Thereby, the Certificate contributes to a reductibtransaction costs.

The distribution of costs at national and interoradil levels will depend on the final design of the
certificate. If every country establishes theimoverifying authorities, then the multilateral costill be
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reduced. The most important cost will be thendbst to enlarge the capacities of the Clearinghtaise
handle the Certificate database.

If a multilateral mechanism is employed as a pofntevision, such as the PCT, then in addition
to the latter, the capacities of the Internatiddadrch Authorities will have to be enlarged.

B. Organizations

The Australian APEC Study Centre, M onash University

The following views were provided by the AustralidREC Study Centre regarding the concept
of an international certificate of origin/source/é provenance.

Requirements for certification of legality of geaoetesources are unnecessary and will impede
investment

Systems to determine the legal origin of a gemetsource (such as a certificate of origin) - and
presumably to support regulations outlawing salarafertified products - are unnecessary if thetrigh
prospect and the right to ownership of the propedits from prospecting are properly awarded and
protected in law.

Either prospecting is legal or it is not. If it ®t, any product of prospecting is illegal. No
certificate of origin to establish legality is recpd.

If it is legal to prospect, any product of thatiaty is legal: no system of certification of the
legality of a product is necessary.

Imposing a system of regulation to verify the legailgin of a genetic resource would deter
bioprospecting and investment in biotechnology,easlthe industry was lucrative and the cost and
inconvenience of compliance was affordable. Biopeasing is not so far lucrative.

A legal requirement to verify legality would alsaige problems in international trade law when
any product was traded. The Kimberley Accord whituires Governments to require that diamonds are
certified as legally acquired before they be sakeluired a formal waiver from the WTO that
international trade rules would not apply to tradediamonds. The cost of such a waiver is loss of
valuable rights to protect trade from politicalarference.

The Australian APEC Study Centre also submittedtht® Executive Secretary a document
entitled: “Developing an effective internationalgitee for access and benefit-sharing for genetic
resources — Using market-based instruments”. pager includes a section relating to the intermatio
certificate of origin and is available as an infatran document.



