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Executive Summary

In its seventh meeting, the CBD-COP called forttier analysis...of the extent and level of
unauthorized access and misappropriation of gemeBources and associated traditional
knowledge.” This report presents and summaris@sesmtensive work in collecting and
evaluating information. Its sources of informatiwave been

1. internet research, including through databaseshnduie publicly available and do not
charge a fee;

2. direct telephone, e-mail, and other contacts witiegnmental, corporate, academic,
NGO and other individuals who have been involvedlaims of misappropriation in
some respect.

In practical terms, a completely comprehensive eyimesulting in a quantifiable analysis of
‘the extent and level’ of misappropriation was siynpot possible, for several reasons,
including varying levels of availability of inforntian, inconsistency in the extent and sources
of media coverage, incentives of parties to mamntainfidentiality, and especially the fact
that it is difficult to identify unreported utilisan of genetic material. Consequently, this
report could not come to any conclusions about kdreainy particular action or group of
actions actually constitutes ‘misappropriation oauthorised use.” Rather, it examined the
extent and level o€laims of misappropriation, the ways in which they haweeib asserted,
and the impact that they have had on ABS-relatédities. It does not attempt to decide
whether any particular represents an actual exaofpteisappropriation.’

In this process, it examined around 40 public ckaimmd information from more than 40
persons relating to other claims which were noemed publicly or formally. Claims were
asserted in various ways, including

= formal legal actions,
= threatened legal actions

= regulatory challenges (in the course of ABS apfpitice or other permits and
regulated processes)

» demands asserted directly against the user (seskaming of benefits from an as-yet
unpermitted use of genetic resources)

= public outcries — media-based claim that a compeasymisappropriated GR.

= public disclosure of a matter that should be ingestd.

Nature and Extent of Claims

To date, formal processes have addressed onlyidiracope of issues, many of which are
only indirectly relevant to the issues of ABS aslenstood in the CBD. At present, the limits
of appropriate claims are not well defined. A mitl)g comment throughout the interviews

related to this report said, “to some peopley ABS negotiation is ‘biopiracy’.

Often, ABS practices and claims tend to focus nmre&ompanies that comply with relevant
laws and voluntary processes. In many instancesetned persons and organisations have
limited sources of information identifying possibeisappropriation of genetic resources.
One of the primary sources is governmental prosegsgplications, public comment
processes and other notices, including ABS prosesssuntary patent notifications, and
other processes.) Consequently, ABS claims congeruscrutiny that would normally be
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applied to ‘biopirates’ even though they have méue effort of meeting all government
requirements. This has been frequently referrethénABS context to as “punishing the
compliant.’

The majority of the claims identified through theth avenues of research were not ‘formal’ —
that is, they were not cases filed in a court, matgency or other forum. Rather, they
involved media campaigns, opposition in administeahearings, direct demands on the user,
and other informal actions. In interviews, it beeaclear that, from the business perspective,
public relations impacts are considered very seridaut are also generally irremediable.
Once claims start circulating, users sometimestfes!‘the damage is already done,” and that
efforts to resolve the claim will ultimately leadlg to more harmful publicity. This means
that claimants should consider the possibility oba-public process (private negotiations), at
least as an opening strategy, rather than focusihgly on high-profile public disclosure
and/or formal action.

Claims: Content and Approach

In broadest summary, this research identified abwiof public claims, as well as finding
information about claims that have not been mad®iq@u This report examines five primary
elements that are of particular importance to theyesis of the nature of claims and responses
to claims, as well as the underlying motivatiors itirive them:

0] Who is making the claims and against whom;

(i) the manner in which the claimant became awareeotitiderlying facts,

(iii) the nature of the injury or loss that prompteddiamant to assert a claim,
(iv) the apparent objectives underlying the claim; and

(V) the deciding body or governing principles on wttisé claim is based.

The variability among these results has been iotiier Virtually every major participant

group (government, user companies, user governmedigenous communities, agricultural
and other sectors, germplasm collections, middlenaed NGOs), for example, has been
involved in claims in various contexts.

The discovery of claims has happened in many w&ame claims have been asserted and
publicised well before any samples were collectén.numerous other instances, the claim
was based on information found in public advertiseta and marketing materials for an

internationally marketed GR-based product. Tharinpnd objectives have varied across a
range of market issues; only infrequently did ckiarose from an equitable interest in the
benefits obtained.

Regarding choice of deciding body or legal thegriess typically necessary in bringing an
ABS-related action against a user, to utilise #ne and courts of the country in which the
user lives or operates its primary facilities. Shémains a barrier to the use of legal process
to effectuate and enforce ABS commitments, owinglibgited user-country legislation
directly addressing ABS issues. Although manyregf¢studies and initial processes for the
development of voluntary guidelines) are ongoiitgelrelevant user legislation has yet been
adopted, and most relates solely to utilisatiomgerfetic resources that were acquired in the
legislating country, or to enabling voluntary compte on a broader basis. Where user
countries have adopted some such legislation, te teese have focused on questions of
‘access’ to genetic resources of the user couseg JNEP/CBD/WG-ABS/3/5, section II),
do not appear to constitute legislation or otheasnees “with the aim of sharing in a fair and
equitable way ... the benefits arising from the comuiaé and other utilization of genetic
resources,” as required in Article 15.7. As a lteslaimants would be forced to use basic
provisions of contract and property law, which eedl centuries before any concept of
genetic resources as property, and which do natigea@ny legal basis for ABS actions.
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Issues Discerned

On the basis of these factors, and informationigex/relevant to them, this report’s analysis
discerned a number of particular problem issues.ekample,

= In more than half of the publicised claims, theesssher had received specific
authorisation (sometimes long before 1992) to cokamples or undertake research,
but did not obtain any specific right of commercidllisation of the genetic and
biochemical information (as the concept of genetgources as a separate property
right.) In several instances the material andaeteresults changed hands after it
reached the user country, without any inquiry i&BS issues. At the time of
commercialisation, the relevant patent or marketiagon was challenged for lack of
compliance with equitable and ABS requirements.

= An interesting range of motivations appear to ulelghe claims, with the most
strongly asserted claims being those in which a@rmahas been asserted on a
commercial product (yellow beans, basmati ricemjae rice, the use of turmeric in
healing, etc.) that are commercially marketed orda@velopment in one or more
source countries. In general, these cases dochally allege (or are not based on)
the utilisation of genetic resources in the senfdaboratory or other use or
combination of genetic material. Rather, they foon the impacts on persons in the
source country when a patent on such a varietsaditional use is granted in a major
market: Moreover, the objective of such a claim is notréquest a share in the
benefits that the user obtains (or a promised shati@ose he expects to obtain), but
rather to invalidate the patent (and presumablinti or eliminates the benefits that
would arise for the user, and be the subject oéfiesharing.)

= Other confounding factors relate to the natureesfdfits. Although source countries
may benefit generically (benefits common to allefgn investment activities in
developing countries) from the “access” process, benefit-sharing” component of
ABS is intended to be “equitable sharing of thedfigs [to the usergrising from the
utilisation of genetic resourcés In some cases, local skills training during the
sample collection process, was put forward as @fiteend as a justification for not
providing a share of benefits arising from utilieat

One key factor affecting analysis of the objectiwdsthe various claims reviewed is
claimants’ respective abilities to take enforceabpledictable action, in a legal system that
still does not provide an adequate basis for ‘legatainty.’ If the basic legal provisions do
not provide a sufficient basis for mutual underdiag or for a judge’s decision, either the
judge decide relevant issues or the decisionsnwillbe replicable or defensible. Uncertainty
makes it impossible for companies to decide whetin@ursue ABS rights, and also decrease
future claimants’ ability to make a reasonable ss$®nt about the probability of success on
their claims — to determine whether it is ‘wortte tbffort’ to bring a claim. Gaping areas of
legal uncertainty within the ABS regime that makelsanalyses difficult or impossible (e.qg.,
concepts of ‘genetic resources,’ ‘access,’ ‘uttlma of genetic resources,’ the ability to detect
and legally document misappropriation; and the latkegal provisions in ‘user countries’
that bind or encourage users to engage in berefiirg.)

1 patent law does not generally include benefitisga Final decision on patent cases has not gitldny

analysis or finding regarding whether benefit slgfvas required, what standards should be applidthw



UNEP/CBD/WGABS/4/INF/6
Page 6

Summary of Conclusions and their Relevance to the | nternational Regime

Conclusions in this paper include a general inthoadf the manner in which the lack of a
completed ABS regime is affecting operations, sopoénts about the negotiation and
incentive processes, and a few more specific itteigmight inform the regime negotiations.

Regime Gaps and Claims of Misappropriation

Although this report was not required or requestedrovide any element of “gap analysis,”
it led to one “gap-related” conclusion that shob&noted. It was not possible to assess the
operation of the legal provisions for ABS by comsidg legal actions and claims, simply
becausevirtually none of the claims asserted focus ondtreation and documentation of a
specific claim of ABS violation While ABS issues were raised in public stateseand
occasionally in formally filed claims, ABS was nibie factor driving the claim. In the few
cases where a formal body has been called to camBBIS questions, the case was ultimately
resolved on the basis of other issues (patentjrairor other lav).

The reasons for this outcome have been variousplaged. Many of the persons
interviewed suggested that formal legal action @BAs currently difficult due to the lack of
legal certainty about ABS rights and concéptsSimilarly, in many of the claims, the
disagreements among the parties appear to arisef autcertainty about ABS requirements
and the lack of objective standards for determinitgether a user is authorised to utilise
genetic resources. Often, where the claimant 888 compliance was required (and that
action without it constituted misappropriation) ahe other party unequivocally that it was
not. These basic unresolved questions stand atdh&e of many disputes and claims
relating to misappropriation, suggesting that malayms could be eliminated by resolving
the existing uncertainties, and developing a setegélly clear, objective and replicable
standards for evaluating ABS compliance. Whilehsastandard would be of value in courts
and other legal cases, its greatest value wouldutgde of such processes, where it would
enable all parties (government, industry, and eitiindigenous people/NGOs) to know more
clearly where issues and concerns exist that diet aad need to be addressed and resolved.

Even with a definite and certain system, howevesdenn research methods provide only a
random chance of finding users and legally documgmnhether they have used a country’s
resources with or without permission, unless uderdose themselves (whether inadvertently
or through national ABS compliance, voluntary patiaclosure and other activities.)

In combination, these factors suggest that an A&@me can only be effective where it
creates and operationalises significant and worileviticentives, providing a strong mandate
for users to self-report and to comply with ABSuigments. Presumably, the negotiations
can address this need as a part of their work teertitee ABS regime functional and effective.

Negotiating Solutions to ABS Misappropriation Claims

A key fact discerned through this research is tlegotiations between commercial users and
ABS claimants have mostly been unproductive. Bveare negotiations are ongoing, parties

2 Note: Itis common for initial claims (whethesrinal or informal) to describe the full panoply pdssible

claims (alleged violations, claimed harms, poténgsnedies, etc.), and then be narrowed over timerder to
eventually come to a final and agreed resolutidhis resolution may often be based on only onehefdriginal
issues raised. In nearly all claims examined is tbport, for example, the use of patent has pricated, even
when patent remedies were incomplete, because atéémwished to take advantage of the well settled
international principles that exist with regarcpttents.

% The nature of these legal uncertainties is furtiescribed in “Summary Analysis: Legal Certairty tisers
of Genetic Resources under Existing Access andfestaring (ABS) Legislation and Policy” (SecratarPaper,
prepared by IUCN-Canada) UNEP/CBD/AHWG/ABS/3/Inf/10
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to those discussions have expressed strong dobbtg #he prospects for solution. This
situation appears to arise from a disconnect betwhee parties: Commercial users view ABS
as a mechanism of commercial law (a tool for negioily compromise in a business
agreement), while claimants alleging misappropmiabf genetic resources, often view ABS
as a tool for achieving social and environmentalitggand protection of the rights of future

generations (providing less basis for compromisghis point is underscored by numerous
interviews in which users complained about thenttaits’ unwillingness to conform to basic
standards of commercial negotiations, while claithaobjected to the users’ desire to
compromise on key social issues. This situatiog bwimproved through the development
of the ABS regime, to the extent that they takpste clarify both sets of issues (commercial
and social/environmental equity) and integratirenthinto a reasonable operating structure.

Suggestions for the International Regime Negotiations

In several ways, lessons have developed from tkaeth consideration of claims, both
public and private, which can be useful to the meginegotiations. This report’'s analyses
resulted in the following suggestions:

1. In addition to addressing overarching policy issues lengthy process, the
development of a technical annex (which can resobrdusion by re-stating existing
ABS provisions as legally certain and objectivendtads regarding, for example, the
nature of “access” and “utilisation of genetic nemes,” the responsibilities of those
who have acquired research and collection riglots fthird parties who may not have
acquired the right to utilise the genetic resouingslved, and the relevant standards
of oversight and proof) could be of particular stsice to users, source countries and
communities, courts and other participants in AB@rggements.

2. On the basis of such technical clarity, each soooemtry could adopt an agreed set
of step-by-step procedures for use at the natitavall, providing certainty for both
user and provider regarding whether the use wamdsed.

3. Claims issues, and the current paralysis in theaisse of ABS permits are to an
extent tied to the lack of user-country measures primary necessity in order to
enable ABS to function. Adoption of measures dedcat ‘sharing in a fair and
equitable way the results of research and developared the benefits arising from
the commercial and other utilization of geneticoreses with the Contracting Party
providing such resources” is an essential needderao eliminating source-country
uncertainties, which encourage the public filingjblicisation and non-public
assertion of claims of misappropriation.

4. There are numerous factors within the ABS concdpthvsuggest that it will never
be entirely possible to implement ABS through a ownd/control system. The
difficulties for all parties involved in bringingaims and negotiating their resolution
can never be fully addressed. Companies and s®en® generally unwilling to
expend funds for ABS compliance when they don't fieis necessary. Hence, “real”
commercial/practical incentives (that is, incensithat are sufficient in financial or
other value to must be developed which stronglyivaté users to comply with ABS)
must be created to overcome this major impedimerABS implementation. The
international regime will be an important forum tbe development of a appropriate
basis for commercially valuable incentive measures.
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Analysis of Claims of ‘Unauthorised Access and Misa ppropriation of
Genetic Resources and Associated Traditional Knowle dge’

Report prepared by IUCN-Canatia

[. Introduction and Background

The lack of widespread and effective implementatidn'Access and Benefit-sharing (or
ABS), despite its role as the third objectivé the Convention on Biological Diversity (CBD)
presents an important challenge to the CBD COPithilithe past 5 years, efforts to address
this challenge have occupied an ever-increasinguainof the time and resources of the
CBD'’s Secretariat, COP, Parties, and observerse imipetus of this increase arises from two
sources

« the importance of the ABS objective; and
« the need to implement numerous firm commitment&énCBD relating to ABS.

The matrix of policy decisions and practical impemtation mechanisms needed in order to
enable and foster the creation of a functional AB@me is recognised to be one of the most
complex and demanding elements that remains irr ¢odienplement the Convention. In its

seventh meeting, the CBD-COP identified a numbémgiortant issues for further study, as a

4 This report has been prepared by IUCN-CanadaraedABS Projedia project of IUCN Environmental Law

Centre) in conjunction with the Secretariat of @envention on Biological Diversity, with funding @rsupport
from Environment Canada. The lead author of thiggp was Tomme Young, IUCN Senior Legal Officerpwh
would like to acknowledge the valuable contribusiasf Marc-Andre Lafrance (author/compiler of an ellent

and detailed summary of cases reported to or iiedeby the CBD Secretariat regarding ‘the extewt lavel of
unauthorized access and misappropriation of gemetiources and associated traditional knowledgeiyl the
following individuals, who provided advice, assista, peer review and analysis: Channa Banbaradedigege
Cabrera Medaglia, Leif Christoffersen, Kate Davidte Feit, Jose Carlos Fernandez Ugalde, Jagath
Gunawaredena, John Herity, Timothy Hodges, Olivialbert, Ted James, Nancy Kgengenyane, Robert
Lettington, Patricia Moore, Kent Nnadozie, ValeNermand, Dan Ogolla, Alberto Parenti, Francois Byth
Pimolwan Singhawong, and Seizo Sumida. This tlisludes only persons whose contribution was infehe of
advice and research. Persons who provided specfficmation on case studies have not been lisgr@,hin
recognition of the desire of several such contalsifor confidentiality.

5 The third objective is ‘the fair and equitableashg of the benefits arising out of the utilizatiof genetic
resources, including by appropriate access to gemessources and by appropriate transfer of relevan
technologies, taking into account all rights overse resources and to technologies, and by apptegtinding.’
CBD Article 1.

5 The primary ABS-related commitments of the Rartre found in Articles 15 (all), 16.3, 17.1&2,.182,
20.1&3, and 21.4. A well-constructed functional 3Bystem may support and further a great many CBD
objectives (see Young, TQptions and Processes for the Development of arrational Regime on Access and
Benefit-sharingdlUCN/BMZ, 2004) at pages 5 and 20-21.

/...
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primary step in addressing that implementation lehgke. One of the specific studies
required in that decision is ‘further analysis...bé textent and level of unauthorized access
and misappropriatidnof genetic resources and associated traditionalledge.® This
report provides the results of the first phasengtiiry into this issue.

A. Objective of this Study
Examination of the extent and level of misapprdmiaof genetic resources is essential both

(i) to clarify the nature and potential value of thossources, and

(ii) to provide a clearer understanding of some of dmractual, implementation and
enforcement obstacles that currently inhibit depelent and full functioning of
the ABS system.

As explained in the next section, a comprehengiveey resulting in a quantifiable analysis
of ‘the extent and level’ of misappropriation isngily not possible. Consequently, this report
does not attempt such an inquiry, but reflectsxamenation of the extent and level@éims

of misappropriation, and the various ways in whioky are asserted. It will not come to any
conclusion regarding whether any claim describetiherepresents an actual example of
‘misappropriation.’

B. Methodology of this Study

Although it is probably impossible to undertakeoaprehensive, quantifiable analysis of ‘the
extent and level of unauthorized access and misapption of genetic resources and
associated traditional knowledge,” because suchratysis would require the researcher to
come to a conclusion about each controversialtsiiuadeciding whether or not it constitutes
an actual ‘misappropriation’ (or ‘unauthorised asc§ Only a court decision can make such
a finding, and many courts, when faced with suchstjons choose to decide the case on the
basis of other issues, without deciding the ‘misappation’ point?

To provide maximum information relating to the urigi@ag objective of supporting the
development of the ABS regime, this paper has reBed and addressedaims of
misappropriation, rather than being limited to #osareas in which a finding of
misappropriation has been made. It examines lwothal and informal claims, and considers
the various allegations and differences in intagtien that are the primary sources from
which claims arise, rather than focusing solelylegal claims and the specific points of law
on which they have been asserted. In other wardscuses on ‘claims’ themselves rather
than on giving opinions regarding whether the ctainill be upheld. These basic decisions
are explained in this section, followed by a shdetcription of the methodology for the
collection of information concerning claims of npgaopriation, and a description of follow-
up research already being undertaken.

" For purposes of saving paper, the author will tee single word ‘misappropriation’ as shorthand fo

‘unauthorized access and misappropriation of gen&sources and associated traditional knowledged as
noted in the box (and note 6) below interprets ehtesms very broadly. Where more specific ternugglis
needed, it will be so noted in text.

8  CBD COP Decision VII-19, Clause E.9(c).

9 A private individual or organisation making staterts that a specific action ‘is misappropriatian,’a public
forum such as the CBD, might potentially be subjedegal action.
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NOTE: No Definition of “Misappropriation of Geneti Resources” or other term$
adopted for purposes of this Study

Perhaps the most important element of this metlggyols the decision not to attempt any
definition of ‘misappropriation of genetic resousge ‘unauthorised access to genetic
resources’ or any other term that might be usedescribe ABS violationS: Given the
imprecision and controversial nature of those diédimal questions, an attempt to chogse
among them, could eliminate many claims that hadddirect impact on ABS activities.

Such a definition would be necessary (to limit sikepe of this study) if the number of cases
and claims were so great that it could not be gglyestudied. In practice, however, research
has shown that a relatively small number of forrmases have been filed, and informal
activities can be categorised without a detailefthiion. Accordingly, this paper considers
all claims that are alleged to be related to ur@igbd or inappropriate utilisation of genetic
resources, and offers discussions and distincaaomsng such claims.

1. Impact of perceived/claimed misappropriation

Although in formal legal analysis a claim or periep carries less weight than a judicial
finding or final decision, in practical terms thmpact of aclaim of misappropriation, may
often be of greater concern than that of actuahppsopriation.

The weight given to formal legal processes is ation of the objective of legal analysis —
the attempt to find all of the factual and legadtéas (including legislation and prior court
decisions) that tell the lawyer how his client'seahould be argued or will be decided. For
this purpose, only final decisions can be thoughintlicate whether a defendant is liable or
not. In addition, it is often only final formal desions that can have a legal impact on how
subsequent cases will be decided. When lookirtgeaimpact of law on normal commercial
behaviour, however, the situation is quite différeRerceptions and claims themselves very
often have the same impact as a court’s decisidre assertion or the threat of such a claim,
whether in formal venues or through the media,aftan delay and interfere with commercial
and other utilisation of genetic resources. Irs tt@spect, it often does not matter whether
those claims are ultimately proven to be groundiesBey will still have an impact on the
transaction or ultimate utilisation of the resource

10 In recent years, the terminology issues has bednereasingly controversial, with initial pejonati terms

such as ‘biopiracy’ being replaced by terms likeduthorised access’ and ‘misappropriation’ which atso
becoming controversial. Recently, less evaluagveinology has been proposed — Robert Lettings doined
the term ‘irregular access,’ as a descriptive tlags not carry any suggestion of fault or liabjliyit only the
existence of questions which must be reviewed.

11 The literature is replete with discussions, patéidy of the journalistic term ‘biopiracy.’ (Peths most
interesting (and one of the few official) of thasethe Africa Group’s submission to the WTO’s TRIsuncil
(available online athttp://docsonline.wto.org/DDFDocuments/t/IP/C/W4ft) See also,Gollin Michael,
Biopiracy: The Legal Perspectiv&merican Institute for Biological Scienddature Biotechnology, Vol. 17, Sept.
1999 and presented to the American Society of Pheognosy in 1998 (available online at
http://www.actionbioscience.org/biodiversity/gollmml#Primer) Dutfield, Graham, 2004 ‘What is Biopiracy.’
Proceedings of the International Expert Workshop Atcess to Genetic Resource and Benefit-sharing
(Canada/México, 2004); Dutfield generally conclutiest biopiracy remains ‘an impressive term for ethimost
actors have their own definition.’

Legally focused definitions of ‘misappropriation genetic resources’ are found in Nnadozie, Kent and
Lettington, Robert ‘A Review of the IntergovernmainCommittee on Genetic Resources, Traditional Kedge
and Folklore at WIPO http://www.ciel.org/Publications/Occassional_Sowth@e Dec03.pdif CIEL T.R.A.D.E.
Occasional Paper No. 12See alsdTaking Forward the Review of Article 27.3(b) dfet TRIPs Agreement,” a
Joint Communication from the African Group, subgitthe Permanent Mission of Morocco to the TRIPsrCo
meeting on 4-5 June 2003. (Available Hdtp://docsonline.wto.org/gen_home.asp?language=1&- choose
‘search for document’ and search for ‘document syink®/C/W/404), noting that ‘such misappropriation has
taken the form of obtaining patents in developedntdes inconsistent with the will of the commuesiand
countries that have sovereignty over the resoujces.

These definitions and discussions, while perhapshfe academically, do not clarify the issue exsdiin this
paper.
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In terms of their effect on the functioning of matal ABS systems then, the number and
nature of claims of misappropriation or unauthatisecess is at least as important as their
validity and final decision. As noted below, thectis on claims enables this paper to
concentrate on the impact of misappropriation,eathan looking simply at the merits of a
few legal actions. Hence, the report provides iripto the primary underlying question —
how have misappropriatioand claims of misappropriatiomffected national and private
attempts to implement ABS procedures and objeives

2. Claim evaluation vs. standard legal analysis

In terms of its content, a standard legal analdisnot address the ultimate needs for which

this study is conducted Typically, a legal anayfsicuses on (i) decisions, (ii) pending cases,
(iii) formally asserted claims, and (iv) informalaons and negotiations, in that order of

priority. This approach is based on the mannevhiich legal issues are addressed in society,
and the fact that formal cases carry greater wdigltdicial decisions than pending cases,

while pending cases carry more weight than forrtahts, and so on.

Standard legal analyses also generally focus olysing the particular legal points (‘causes
of action’) on which the case or claim is basedjgtermine their validity and usefulness, and
to clarify the exact factors within each cause dfcm that must be proven in order for the
plaintiff to succeed. These decision-making preesgorm théegal analysisundertaken by
parties, lawyers, judges and/or mediators to entiidedevelopment of a legal strategy, to
prepare the final decision, or to decide whethaiilitbe better to negotiate with a claimant or
allow him to bring suit. In each case, these paldr causes of action to be asserted are
selected based on the legal strategy of the paxgigsrting the case. They are chosen on the
basis of the lawyers’ estimation of the chanceugtess, and rely particularly on matters such
as the specific text of national laws, the wordaigelevant decisions in other cases, known
preferences of the assigned judge, and other reatter

The current paper is not intended to provide aimasé of the strength of his legal case in a
particular factual situation for purposes of a fatlawsuit. Rather it has the very different
objective of informing the Ad-hoc Open-ended Wogkisroup on ABS (AHWG-ABS)
regarding the extent to which misappropriation poaeproblem for the functioning of the
ABS regime. As such, the paper is addressed torte&’ level of legal issues — focusing on
the disagreements and uncertainties that undetlasns of misappropriation/unauthorised-
access. By understanding this, the Parties cdarhetderstand the particular gaps that exist
in the current ABS regime, and the areas in whidarer principles and provisions are
needed to eliminate uncertainties and minimiserdai

3. Design of this analysis
This paper presents the following information:

* An overview of the information provided and colkedt and the approach taken to its
collection,

* An analytical summary of the information collectatithree levels of analysis:
o overall information regarding the claims and casadied;
0 categorical analysis of various types of claimgl an

o specific information on particular claims of set§ @aims, specifically
focusing on the following specific questions:

= How did the claim arise, and especially, how did thaimant come to
know of it?

= What kinds of uses were involved?
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= At what stage in the process was the claim firseded?
= What defences or other statements have been madsiog the claim
= What is the current status (or outcome) of theasibum.

* A substantive summary of the information collectaddressed to the question of
their relationship to and impact on ABS implemeiotat

4. Intended follow-up
This analysis has, up to now, been limited to nialter

= compiled from the internet and other available putdéscriptions of cases and claims;
= obtained through direct connections and telephiogjairies, and
= obtained via initial inquiries through some of ING regional offices.

Thanks to a commitment of funding from Environm@atrada, it is now possible to
undertake a wider-scale effort to more thoroughigneine the points described in this report,
and to search a broader network of respondentss ‘Phase 2’ analysis will develop more
detailed, and possibly more quantifiable informatio enable a greater understanding of the
matters that the AHWG-ABS should address in ordaninimise such claims and maximise
the potential and value of the ABS regime.

II. Information Sample

This section provides an overview of the methodsdu® gather information on cases and
claims analysed in this report, including both fivenary information-gathering processes
(material available in websites, public filings aother publicly available sources) and
secondary processes, designed to obtain inform#tiongh other sources.

A. Information Submitted to SCBD and Other Public S ources

The initial data for this study was compiled by t@BD Secretariat, utilising publicly
available resources, including primarily the intdrn This information was supplemented by
additional direct research through a variety of bljusources of information. Although
extensive research resulted in numerous discussibokimed ‘misappropriation,’ the vast
majority of these documents were eventually fotmdbe refer to the same 20-30 formally
filed or widely publicised claims (included in thst in Table 1.)

While some of the information obtained in this stuzhme from ‘official records’ in the
country in which a claim was filed (usually limitédl patent actions), access to these records
has been difficult, and usually depends on knowvdgiggificant information about the claim
(including names of parties and specific courtetbier bodies in which the claim was filed.)
Hence, it was necessary to initiate the study ftnoless official records newspapers and
web-based, including websites of governmental agenblGOs, universities and commercial
bodies. Often, these sources were able to praigigficant information, but did not include
the data necessary to locate official records sésapatents, and other relevant information.

Hence, while it was possible to obtain informatédout the existence of controversies, it was
generally difficult to obtain a systematic set afderlying facts to serve as a basis for
comparative analysi$. Table 1 describes the current state of knowledifl, empty boxes
indicating those points on which it was not possiol obtain reliable information.

12 As noted above, this study is still in its initghase, and has been funded to continue workeatgr detail.
Additional research and confirmation of currentisdaof all claims will be undertaken.
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TABLE 1 — Public Claims Identified (Initial study) *3

AyahuascaBanisteriopsis Caapi Ecuador Formal case/claim No longer active
Basmati India Formal case/claim; no longer active
Cunani And Tipir Brazil Formal case/claim Closed
Endod or ‘soapberryPhytolacca dodecandra | Ethiopia Public Outcry No longer active
Yellow Bean (product ‘Enola bean’) Mexico Formate&laim Pending
Epipedobates TricoldPhyllobates terribilis Ecuador Threatened case Unresolved
Kalahari HoodiaHoodia gordonii Namibia, RSA Threatened case In negotiations
Extremophiles Kenya Threatened case In negotigtion
Macalepidium meyenii Peru Public outcry
Nap Hal (wheat variety used in chapati ) India rkakr case/claim Decided 2004
Neem Tree India Formal case/claim Decided 2002
Pozol Mexico Public disclosure at minimum. Precise ddta
on nature/status of claim not yet discovered.
Selva Viva: General claims re: ‘prospecting’ Btazi Formal case/claim Decided
Swartzia Madagascariensis Zimbabwe demand No fagjee
TurmericCurcuma longa India Formal case/claim Decided 1998
Acai Euterpe precatoria Amazon region Public disclosure at minimum. RBedata
on nature/status of claim not yet discovergd.
traditional plant medicines (AMMA corp.) Peru Pubdiisclosure
j'Oublie berry (patented product name West Africa Public disclosure
‘Brazzein’) (Gabon)
Philippine Snail (Conus Magnus) Philippines Reguiathallenge
CopaibaCopaifera sp Amazon Region| Demand
Cupuaculheobroma Grandiflorum Amazon Region| Formal claim/case
JamunSyzygium cuminiKarelaMomordica India Public disclosure
charantia Linand BrinjalSolanum melongena L
Bitter melon Thailand Public disclosure +7
Hom Mali (Jasmine Rice) Thailand Demand
KemukusPiper cubeband Sambiloto Indonesia Public disclosure
Andrographis panicurata
General seeds collection (Millennium Seed Kenya Regulatory challenge  Resolved
Bank)
Nuna Bean Andean Region Public disclosure
Kaw Krew (compound ‘Pueraria mirifica’) Thailand IBic Outcry
Plao-Noi Thailand Public disclosure
Quinoa Andean Region Public Outcry User rights
Abandoned
Snakegourd China Public disclosure +p
Teff Ethiopia & Public disclosure +?
Eritrea
General prospecting for species and compounds  Niefe— Public outcry and possible demand.
Yanomami land
‘Junk’ DNA from all living species All Public outgragainst patent (on one hand)),
and patent defense actions (on the other)
Other: Cat's ClawSangre de Drag®uebra Amazon region Public disclosure
Pedrasand Wormseed
Other: tamarind, haldi, ginger, anar, pepper, amladia Public disclosure

13 A more detailed table is included as Annex br this paper, standard legal details (which colegal theory
etc.) are not relevant. This table identifies éast the form of each claim fermal case (filed legal action ), a
threatened case, a regulatorychallenge (governmental processes)daemand (informal assertion), or public
outcry (public statement ), grublic disclosure of the existence of a patent of possible concern.
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The initial process of obtaining information illeestes a more general problem relating to
ABS — the manner in which information on ABS iss@esl genetic resource use can be
found. The basic mechanism for finding this infatran was an iterative search process.
The first step was to search generic key wordsh sisc'genetic resources’ and ‘biopiracy’

through public search engines (Google, Altavistahd0) as well as closed legal and official
databases (governmental sites containing, for elgmatent information and national laws

and cases.) This search produced a list of caselsding information on the names of

species and varieties, products, and actors. €hens step is to run a series of specific
searches of the terms and names discovered inlstephe third step was to evaluate the
information on each case, to determine whethemviblived a claim of misappropriation of

genetic resources (thereby belonging in this stadydpposed to a claim based on utilisation
of biological resources non-genetic-related TK threo matters.

However, the limitations of this approach becomei@ls rather quickly. For example, this
multi-level iterative process is very long and tenexpensive when it involves closed or fee-
based databases. Consequently, it is not podsilslearch all terms discerned by stépir
the databases available to the authdrsaddition, it was not possible to use thesegdol
uncover information on less public claims, unléss/tuse a particular suite of critical terms.

The need to base searches on a comprehensivé kisy terms, however, is the most critical
limitation. The only way to find relevant publidifigs electronically is to search for specific
words and concepts. It is nearly always possibtyever, to complete relevant filings
without ever using such terms. Applicants aredigplearning to take special care to avoid
‘hot button’ words (‘genetic resources,’ ‘traditaf) or any reference to the location from
which the components were derived. The required! lef detail can be satisfied by naming
the specific species, or even less searchably,nbluding chemical formulas and other
scientific descriptions, or developing product narfer identified compounds and sequences.
It is virtually impossible to develop a key terrstlihat includes all scientific and common
names of a country’s indigenous or endemic spexsesell as all of the chemical compounds
and other scientific descriptions of their usabiaracteristics, and virtually impossible to
search them all in all relevant databaSesln other words, if you do not have specific
information about a particular claim of misappragion, it may not be possible to find it.

While problematic in terms of the research for #tigdy, this report’s underlying task is to
demonstrate areas for development, rather thaenman the lack of appropriate tools. To
that end, the fact that modern research methoddadaranly a random chance of finding
users (unless they disclose themselves) is wortingio It suggests that they only effective
way to approach the problem is to form the ABSmegin a way that creates significant and
worthwhile incentives for users to self-report atad comply with ABS requirements.
Presumably, the current negotiations can addréssided as a part of their mandate to make
the ABS regime functional and effective.

The third step in the analysis — evaluation of eeldim to determine whether it alleges
misappropriation of genetic resources — was onlyimmally possible given the lack of reliable

14 Most of the terms being searched can be founthén columns labelled ‘Genetic Resource and other

Identifiers,” ‘Primary User Information’ and ‘Cla@mts’ in Annex 1.

15 A similar problem arises for source countrieskseginformation on use of genetic resources. Ewepatent
databases, one might have to search each spedigsiially (by common and scientific name) to sei appears
in a patent application, and even this cannot calichses. A good analysis of the methodology ededr use of
patent databases as sources of information on igerestource use, and the unavoidable limitationswth
methodology is found in Oldman, P., 2004, ‘Glob&dt8s and Trends in Intellectual Property Clain@nomics,
Proteomics and Biotechnology’ (CESAGen) availablettp://www.cesagen.lancs.ac.uk/staff/oldham.htm

16 Although key information can be found in publiingys and other separate databases (such asrémseling
patent applications, and governmental databasesoaft filings and cases), these sites, if reliabled
comprehensive, are priced in a way that prevertaiditessary levels of sampling.
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sources of complete informatioh. This element has not been completely possibprestent
funding levels. Many of the identified claims (esfally those that were informally asserted
in public media) simply disclose the existence giatent or patent application which names
or refers to a particular country, species or rgmed/ithout review of the patent documents
and additional information about the country, specor remedy, one cannot determine
whether any formal patent action is warranted. édwoer, it is necessary to fully analyse this
information, in order to identify the nature of tblaim and whether it actually addresses any
CBD-related issues (the use of genetic resource&RTK, misappropriation of genetic
resources, invalid or non-existent rights of accets) rather than more conventional claims
based on existing legislation and legal theories.

B. Data Obtained through Secondary Research

Beyond the use of advanced electronic tools, howevéurther information-gathering phase
of this analysis, carried out by the author of tbéper using telephone, e-mail, and other
direct contacts. This work, too, is ongoing, aslitohal sources and issues have been
identified throughout the course of this study.

The main objective of this process has been theldpment of information regarding non-
public claims. For a variety of reasons, relagvétle information regarding such claims is
available, except through direct contact with indiiials from all sides involved in those
activities. This process also acquired furtheadat the various publicised cases and claims
discerned through the electronic search, providsignificant additional information
regarding the facts that gave rise to the claimthednanner in which they became known.

From the outset, this component of the study deinatesi several key obstacles that
frequently arise in ABS research and developmeffaicts and factors that would tend to
prevent disclosure. While the users and proviflesth national and private) have stated their
collective desire to maximise the information asblie to AHWG-ABS and to the COP, these
desires often conflict with more specific natioriaktitutional or commercial objectives. Few
motivations induce companies, governments or osit@keholders to provide information,

while several strong disincentives obstruct diaalesincluding the following.

» Providers Contractual limits of disclosure. Many ABS agreements are marked as
‘Confidential’ or contain specific provisions linmify the right of one or both parties
to disclose the terms of the docum&ht.The legal effect of these contractual
provisions requiring confidentiality is often lired may not be entirely clear.
However, the primary objective of confidentiality the contract’'s contents is often
supported by the courts. Hence, public disclosafré¢he agreement’s terms to a
public body for purposes not directly connectechwiiie execution of the document
may be an actionable violation of that Agreement.

* Users Desreto avoid disclosures leading to negative perceptions. Companies
and countries usually prefer that ‘biopiracy’ claimnd other claims of irregularities
should not be publicly asserted, even where thepaomis confident that its actions

17 1t has been difficult to identify and locate sifie representatives working on particular claims.

18 several ABS contracts have been provided in denfie toThe ABS projecta project being implemented by
IUCN Environmental Law Centre with funding from tkBerman Ministry for Development Assistance (BMZ),
additional information has been provided in intews. In addition, numerous form agreements hawen be
provided which significantly omit any provision litimg the Parties’ rights to disclose the contamt$erms of the
agreement.The ABS Projeds preparing a detailed analysis of existing ABS1acts, with the goal of providing
a guide to the legal issues arising in the nedgotisnd documentation of ABS contracts. This infation will be
published in a forthcoming book: Carrizosa, SBRatti, et al.Contracting Science — Examining the Contractual
and Scientific Issues Relevant to ABS Contractslagislative DevelopmefflUCN, expected December, 2005).
Additional information regarding The ABS Project dants forthcoming publications may be found at
http://www.iucn.org/themes/laver by contacting the Project managefl#bung@iucn.org
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are equitable and legally defensible. Even ipitsition has been formally upheld by
the courts or other deciding bodies, public disussf the issue is undesirabfe.

« Users and ProvidersDesire to avoid potential libel or other court action.?® There
is a further concern relating to unproven claimsnigappropriation — the possibility
that, by describing a claim, the party providing tieport will be open to accusations
of libel, slander or other damage. For examplpulalic claim that a company does
not have appropriate title to valuable assets naage a disruption of that company’s
commercial opportunities. If the claim is latededi to be unfounded, these lost
commercial opportunities could become the basia tdwsuit. Hence, it may be
preferable to avoid making such statements urgy thave been fully researched and
proven, and especially until all options for negt#d settlement have been exhausted.

* Providers Desireto protect bargaining position. This can be a strong disincentive,
applicable to a significant number of claims relgtto possible misappropriation. As
discussed in Part Il of this paper, the promisecoffidentiality can be a major
incentive that brings opposing parties to the tablgenefit-sharing negotiations.

To address these challenges, this analysis hasdoeelicted by an independent organisation
(IUCN) which can receive information with the praaiof confidentiality. Approximately 70
people were contacted seeking information abouieslaf misappropriation. Nearly 45 of
these persons have replied with some level of anhge information. Statistically, this level
of response indicates that the inquiries were uesljeted and that respondents had an
appropriate level of confidence in the confideiitiyabf their responses. (All responses
received in this portion of the analysis will bepkeonfidential for purposes of this initial
analysis. In subsequent processes, efforts withbde to find a non-biasing way to provide
the names of those who specifically allow suchld@ae.) The study has found that there is
a wealth of relevant information available, botlgarling claims and the manner in which
they have been addressed and resolved. In ordeme to grips with the concerns expressed
by industry, it is planned that the next phasehif study will develop and circulate one or
more information-oriented confidential questioneair regarding each company’s or
researcher’s specific policies, strategies andastwith regard to ABS compliance, and will
also utilise such information that has been obthine other researchers examining this issue
within the past 1-2 years.

TABLE 2 — Interviews

Participants in Confidential | Government | Industry NGOs and Research | Other?
Interviews (to date) indigenous groups | Facilities
40% 21% 19% 14% 6%

19 As one industry representative noted, ‘the lessayeabout these issues, the better. In many omess if we
have strong and credible information that combatsizn, we don’t present it in the media, becatiséli just
keep us in the middle of public attention, and dsstons of “biopiracy” in the news media alwaysspré the
industry as a “bad actor,” no matter what the faces’

20 4 jbel is normally defined as ‘defamation by \ten or printed works, pictures, or in any formestthan by
spoken words or gestures’ or ‘the crime of pubfighjstatements that constitute libel as previowsdjined.]’
Webster's Encyclopaedic Unabridged Dictionary.’ thar relevant legal concepts address situationghich an
unfounded claim causes the loss of a legitimatenceroial opportunity.

21 Some of those who did not formally respond nateded for more time to compile their responsesbueral
indicated a need for a clearer idea of the natéitheo inquiry and of the manner in which it will hsed. It is
hoped that this report will answer some of thosestjons. Following its completion, it is intendédt IUCN-
Canada will undertake a survey of relevant staldgrogroups (government, ngo and user) to develomee
robust body of data on these issues.

22 The ‘other’ category includes primarily catalogyiprojects and specimen collections (botanical gsdzoos,
herbaria, and seed collections.) All persons wkered had direct experience with claims involviAS
transactions.
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In general, it was less easy to compile the regis the secondary investigation in tabular
form than the public cases identified in Tableldterviews tended to focus on categories of
claims, and where specific information was providiedwas often given with strong
restrictions relating to confidentiality. Infornianh received is not described in a way that will
violate those restrictions, however, it is fullyégrated into the discussions in Parts Il and IV
of this paper. The following table describes tmienpry information obtained through the
secondary information-gathering process:

TABLE 3 — Less public and Non-public Claims Identif  ied

Type of Claim % Respondents?
Formal Lawsuit 13
Administrative appeal 20
Denial or dismissal of ABS or Other Permit applicat 27
Opposition in ABS processes 47
Claim of other legal violations in obtaining or mgispecimens 16
Allegations asserted in other ways, without fore@hplaint or process 73

Similar to the public process, most of these ingwg indicated a very high level of non-

formal actions and claims (parallel to those reférto in Table 1 as ‘public disclosure’ and
‘public outcry’), and only a very small number nefd to formal legal action (generally

focusing on some of the actions described in Tdhle However, the private interviews

discerned a high level of administrative actiorparsiing a range from formal participation in

(or objection to) ABS negotiations to public stagsrs of disapproval expressed at local or
national level, including requests for governmaestica against purported misappropriation.

. Nature, Source and Objectives Regarding Claims

This section presents and analyses the underlyifaynnation regarding the actual claims
identified through this study. It provides a geth@verview of the nature of claims described
in Part Il. Although not analysing the specifigé theories or facts alleged in the various
claims, this section considers five primary elemaehiat are of particular importance to the
analysis of the nature of claims and responsekabms, as well as the underlying motivations
that drive them:

(vi) Who is making the claims and against whom;

(vii)  the manner in which the claimant became awareeiitiderlying facts,
(viii)  the nature of the injury or loss that prompteddlaémant to assert a claim,
(ix) the apparent objectives underlying the claim; and

(x) the deciding body or governing principles on wttisé claim is based.

These factors provide some useful information alleeitways in which claims arise, and the
reasons they are asserted, which will be more deepisidered in Part B.

This discussion will not delve deeply into the attuses or other underlying facts, except as
illustrations, and/or to note that in a majoritytbé cases and claims studied for this paper,
the value of the rights being challenged was gdiyaraknown and incapable of estimation at
the time the claim was asserted. In several cata#is)s have been asserted and publicised
well before any samples or information was collécighile in others the first assertion was

23 Note that this table identifies the percentageespondents who discussed or described experiémealsing
each type of claim. Obviously, many respondentséxgerience with more than one claim.
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based on information found in public advertisemeatsl marketing materials for an
internationally marketed GR-based product.

A. The Parties (Claimant and Subject of the Claim)

As a preliminary matter, it is useful to considie tcategories of entities and individuals
involved in claims of misappropriation of genetesources. In general, claimants fall into
three categories:

= Directly affected individuals/communities/stakereidjroups;
= NGOs; and
= governments.
The claims are typically made against some comioinatf the following:
= acommercial entity or developer of commercial yses
= @ source country government issuing permission;
= the original collector, or
= a middleman or information peddler.

To date, although claims are often brought seekésgission of decisions made by the user
country’s governmental bodies, few claims have bmade directly against any user country
calling on it to implement the Article 15 or equite principles concerning genetic resources.

Private and NGO Claimants

In the overwhelming number of claims, regardlessmbib brings or promotes the claim
initially, NGOs have taken a major role in provigitegal services and publicising claims
through the news media, internet and other foruhable 1.) For example, in about eighty-
eight percent of the cases identified in table Q¢ had a very early role in publicising the
claim. All of the eight formal legal actions repsxt in that table involved action by or with
assistance from NGOs in researching and presetitenglaim.

Governments as Claimants or ‘Defendents’

One key factor in the manner in which claims areught relates to whether governmental
entities (or any group of them) are claimants dedéants. Of the public claims listed in
Table 1, only four included any direct action catgminst government for failure to complete
appropriate ABS procedures, or alleging other paldr errors in those procedures. These
claims focused on public notice questions and nespdo public objections (asserted during
or after the government/user negotiation processeds. only one of the reviewed clairffs,
has a formal allegation been made that the bensfiteived from the user were not
distributed appropriately.

The confidential interviews disclosed a much higlerel of claims against government

arising in the form of regulatory challenges withiie ABS agreement process. More than
half of the government representatives responding, all industry interviewees stated that
ABS-related processes should always be expecteds® some public objections, potentially

leading to protracted discussions. As one govenmmepresentative stated, ‘in some people’s
minds, any ABS agreement is biopiracy.’

Where the source-country government is not beingptained against, however, it is often
either a claimant or supporter of the claim. Mgetvernment representatives interviewed
indicated a strong preference for informal processed negotiations, where possible. In
several cases, however, the government took a prinade in negotiations with the user,
often working in coordination with NGOs, indigenagr®ups and others.

24 Recognising that no official documents have beeailable for many of these claims, and not all fiies
avenues of information have yet been completelieresd.
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CGIAR International Agricultural Research Centres

Research indicates another potential category a@fnants -- the CGIAR Centres. These
Centres’ mandate is to ‘collect, characterise amuserve agricultural genetic resources’ as
part of a larger mandate to ‘mobilize agricultusalence to reduce poverty, foster human
well being, promote agricultural growth and protiéet environment’ through

= promotion of sustainable production,

» enhancement of national agricultural research Byste

= germplasm improvement,

= germplasm collection, and

= policy?®
The CGIAR clearly views its mandate as providindplpuresources for publicly beneficial
purposes, stating that it “generates global pudptiods that are available to all.” As such it
strictly limits the ability of any recipient of nmexial from any of its International Agricultural
Research Centres to patent or otherwise resteaiske of the variety involved.

Much of the seed transfer system through the Iatemal Agricultural Research Centres that
are aligned under the CGIAR has been carried oougir Material Transfer Agreements,

which are contracts in form, but often evaluatedarrgeneral CGIAR experience rather than
individual contract law of particular countrigs These evaluations generally turn on existing
law relating to the hybridisation and other devebaept of agricultural varieties, suggesting
that they may be matters of conventional uses.

In general, based on a very limited set of intergieit appears that the Centres are able to
resolve violations of material transfer agreemeuatstractually, although no information has
yet been provided regarding the frequency with Wisiach resolution is needed. The centres
have been somewhat directly involved in at leasgelof the publicised cases reviewed for
this paper. For example, in one instance, a CGreensorted to asserting legal or public
claims against a user (the ‘yellow bean’ caser) ariother case (Acai), local claimants have
publicly sought involvement and policy developmbntthe relevant CG Centre, and a higher
level of ongoing responsibility controlling and oseeing intellectual property claims.
Regarding jasmine rice, the user claims a CG ceadréhe source of his original samples of
the variety. In this connection, it should be watleat CGIAR has a Central Advisory Service
(CAS) on Intellectual Property issues, which israkang these matter<.

Claims against Users, Researchers, Collectors, Nedaen

Most commonly, claims have been made against tmenwocial user of GR and/or the
applicant or holder of a patent referring to ndtoraraditional varieties, traditional remedies,
or traditional sources of information. Only four thie specifically listed public claims do not
include a commercial user within the claim. In somwell publicised instances, claims have
been made against persons who marketed knowledg&arples to other companies or
commercial organisations. The claims were baseallegations that a collector or cataloguer
had failed to disclose his contract or other intenshare genetic resources, samples and
knowledge with commercial entities after collectionThese claims represent the only
criminal penalties or proceedings identified in thsearch to date.

B. Claim Mechanisms

As with all legal and policy-related issues, clainetating to misappropriation of genetic
resources typically utilise one or more of thedaling eight mechanisms:

25 As described in the CGIAR websitettp://www.cgiar.org/who/index.html

26 See,Moore, Gerald and Tymowsky, Witold, 200Bxplanatory Guide to the International Treaty oraftl
Genetic ResourcgdJCN/IPGRI), at 90.

27 The service (or at least its outreach componeyipars to be managed by IPGRI. Information orGAS can
be found ahttp://www.ipgri.cgiar.org/cas/Default.asp
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= Lawsuits and formal legal processei the context of this study, relatively few iohes
utilised formal legal process. Most of these ckinere filed in national patent agencies,
either opposing patent issuance or calling for cation of an existing patent.

= Administrative citation, penalty or license revdoat In a few cases, direct
administrative action in the form of a formal citat or penalty or the revocation of a
license or other permission to collect or utilipe@mens have been undertaken. In some
cases, these administrative processes are a reqouiegequisite to litigationi.g., the
government must ‘exhaust administrative remediefte a case may go to court.)

= Objections filed in administrative processegt number of claims have been filed in
administrative processes by members of the puibidduding NGOs, indigenous groups
and other$® In general, these claims arise an applicant soaghon-ABS permit or
agreement (permit to conduct research in proteateds, CITES export permit, etc.) and
claimants challenged the process as an attempatiedhe operation of ABS law.

= Administrative objections to the issuance of AB®tber permissions:In a number of
instances, public objections and other claims Hmeen asserted after an ABS agreement
or other permit or license has been obtained, sgeits rescission. These objections
generally claim that the issuing process was idyand that due to this invalidity the
resulting permit enables a misappropriation of tjemesources.

» Formal request on government to take action agangstirported misappropriationin a
few cases, members of the public, including NGQs iadigenous groups, have issued
formal requests to government agencies callingafion against a user for violation of
ABS requirements. This kind of request may somegitpe required or recommended as
a preliminary step before bringing a lawsuit agaihe government agency.

= Public disclosure or outcry:Many of the claims utilise completely informal chanisms
— public media and awareness tools. While thelfidhdth of this kind of opposition has
not been studied, it is clearly a major mechanignrdising ABS claims at present.

= Direct request or demand on useAnother informal mechanism (primarily described i
interviews) is direct contact with the user. Thintact usually takes the form of a
request or demand that the user can alleviate titenpal claim by ceasing certain
activities, or agreeing to meet benefit-sharinggattions?

= Direct request or demand on the government witisgliction over the user: Another
mechanism, which has been reported rather infretyés direct contact with the user’s
government, asking it to take action to ensure thatuser meets his benefit-sharing
obligations under the CBD. This mechanism has lseesidered by source countries and
other claimants, when addressing user countries lthge not adopted “legislative,
administrative or policy measures... with the ainmsbéring in a fair and equitable way
... the benefits arising from the commercial and othiization of genetic resource”

As further noted below, the selection and use eS¢hmechanisms is strongly affected by
existing uncertainties relating to ABS law and ctianzce.

C. Claims involving Traditional Knowledge

One critical concern in this analysis relates @k relating to traditional knowledge. As
noted in many documents addressing a wide varieaspects of CBD practice, the concept

28 Such objections are relatively common in ABS nigdion processes, however, the objective of suckess is
to ensure that the applicant doex engage in misappropriation and that his acceastf®rised. Hence, these are
not ‘claims of misappropriation’ for purposes oiststudy.

2% As noted below, many users are not aware of atigailon to obtain ‘access’ having acquired the ajien
material from researchers and others within thesisavn country. Hence, further negotiation ovecess
requirements is often unproductive, however, dinegotiation relating to benefit-sharing may befulse

30 Article 15.7.
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of ‘traditional knowledge,” and the rights of indigous people and communities embodying
traditional lifestyles are much more extensive thla@ entire scope of the Convention on
Biological Diversity, and even within the CBD aresalssed in contexts other than ABS.
Typically, however, ABS discussions have recognited a subset of traditional knowledge
issues — those involving ‘genetic-resource-relataditional knowledge’ or ‘GRTK’ — appear
to be included within Article 15.

The concept of GRTK, however, remains somewhat fimetk Hence, while a great many
cases and claims involving traditional knowledgries have been discerned in this analysis,
it has been difficult to determine which of thentuadly involve access to ‘genetic resources.’

In cases of doubt, this analysis has generallydesrethe side of greater inclusion. Where a
claim focuses solely on the use or patenting ofoical material or existing traditional
remedies, such claims have been excluded fronstihdy, based on the belief that ABS is not
intended address normal commercial markets in gicé materials. Where it was not clear,
however, whether a claim also includes the useadfittonal information for purposes of
genetic manipulation, utilisation/replication of genetic sequence, or replication of a
biochemical formula, the claim was included in ttisdy.

D. Discovery of the Facts Underlying the Claim

In general, there have been only a small numb@oténtial avenues by which the claimants
discovered the use or activity that formed the daéitheir claim. Many of the public claims
(and some of the less public claims) have ariseergvh member of an affected group or an
NGO has happened to find references to a speaesty, remedy, country, geographic area,
cultural group, or particular compound in

= Patent database,
= Corporate (public) annual filings and reports, or
= Notice of royalty.

Claims based on these discoveries have often tdleefiorm of ‘public outcry’ against the
patent or product use. In some cases, after disousvith relevant government offices (to
determine whether a permit or other approval hanlgven), the discovery has been the
basis for direct initiation of negotiations withethuser. Several government officials,
however, reported first hearing of claims when N@Oklicise them.

It should be noted, however that these discovergham@isms are very general in content.
Often, the claimant is unable to view or review tieéevant documents (patent or patent
application), or to obtain complete information aetjng the relevant facts from these
sources. As a consequence, in the context of {gatem example, it may not yet be possible
to know whether a patent is actually invalid ordlwes any actual misappropriation or not.

Other modes of discovery have included statementgrbduct packaging and other
promotional materials, local advertisements seeksagples or sample collectors, and
telephone calls from interviewers asking the detabout a reported agreement. At present,
no information has been collected (in interviewsetsewhere) in which discovery of facts
suggesting misappropriation has occurred throughirtterception of material in customs, or
through the apprehension of collectors in the fielBhis may not be unexpected, given that it
is not possible to determine objectively whetheoldgical material (in transit or being
collected) was taken for the ‘utilisation of gewetiesources,” or simply for (legally
permissible) conventional sale of biological matkri

In some cases, the ‘discovery’ of the potentiaineclaccurred through required public notices
given under national ABS legislation, including anncements of domestic requirements for
public participation. This fact was cited by afidustrial sources and most governmental
sources, as an indicator that current uncertaimégarding ABS concepts have resulted in a
high level of targeting against compliant indusrie
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E. Kinds of Harm/Loss Alleged

Although the legal theory or argument alleged inheelaim is not precisely relevant to this
study, it is important to consider the nature af thotivating force behind themi-e., the
underlying injury, damage, harm, expectation osltgat prompts claimants to take action.
The nature of the primary harm perceived by théndat, and the nature of the remedy
expected are key issues determining the level atute of claims.

TABLE 4 — Nature of loss alleged

General Harm Claimed % of Respondents and
Assessed Situations

Direct harm to commercial/livelihood interests 36

Potential harm to commercial/livelihood interegtsl &xpectations 73

Inequitable actions — gaining a benefit from GRaoted, without 96
sharing with source, pursuant to Art. 15 and/oiomat law and
other legal principles

Failure to comply with primary ABS requirements 83
Unpermitted publishing or transfer of genetic ardbiemical 68
information

Damages or lack of rights in specimen collection 11

In general, this study found that there were stegaries of loss or damage that were asserted
by those claiming that a misappropriation, unatiteat use or similar actidhhad occurred.

In many of the interviews and situations assegbedclaimants alleged more than one type of
loss or harm, although typically one underlyingiigjor concern was predominant.

In connection with this discussion, it is importéminote that the majority of the public claims
(Annex 1) include many different allegations, oftercluding more than one of these
elements. Thus, for example, nearly all patenethadaims also include specific allegations
of genetic resource use without ABS compliance eamitted transfer of GR rights, and the
failure to share benefits. This overlap is thedpminant approach, so that one can assume
that all claims allege more than one type of haand most allege at least four of the above
listed system.

1. Direct harm to commercial/livelihood interests

By far, the most compelling claims arise where ttser has directly taken or caused a
diminution in the rights of farmers and other passi the source country to use and market
varieties and rights which form the basis of thexisting livelihoods. A few powerful
examples of this involve a user who patented ait@tural variety that is virtually identical
to a traditional variety being cultivated and maeke by farmers and others in the source
country®? In one case (the yellow bean case), the patddehthen claimed a royalty from
traditional farmers. Similar situations have amisén which the patent application was
challenged before any attempt had yet been madesdess farmers using the traditional

%1 In recent years, the terminology issues has bedmureasingly controversial, with initial pejoragiterms

such as ‘biopiracy’ being replaced in CBD discussiby terms like ‘unauthorised access’ and ‘misappation.’
Unfortunately, although intended to be less prejiadli these terms too are sometimes objected tomtsoversial.
Recently, even less evaluative terminology has lpgeposed — Robert Lettington has coined the ténredular
access,’ as a descriptive that does not carry aggestion of fault or liability, but only the exésice of questions
which must be reviewed.

32 The yellow bean and ayahuasca cases, descritfgubendix 1 are examples of these situations.
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product, or otherwise limit their right. In general, these cases have focused on thet pdten
a traditional variety (or conventional variant arck a variety), rather than on the creation of
new varieties based on the traditional variety gigianetic (non-conventional) technologies.

2. Potential harm to commercial/livelihood interest s and expectations

A large number of the publicised claims, as wellmany of the claims discussed in
individual contacts related to the impact of unauged use on the future commercial
interests and expectations of a source countryammamunity or group within it. Many, but
not all, of these cases involve the use of ‘geresource-related traditional knowledge’
(GRTK.)** For purposes of this paper, GRTK includes thostances in which knowledge of
a particular traditional use or remedy providediee dor researchers who then isolated and
used genetic or biochemical information from oneulsspecies/variety uséd.

In this category, a large number of claims havenbesserted, primarily through the public
media (by “public outcry”), but also some pateriated actions. These claims generally
focus around traditional remedies and other praducthe harm involved was generally
described in two ways:

= Equity-based harm — claiming that some organisatiomdividual was obtaining a
commercial benefit from information or genetic nesz®s within the sovereign rights
or other authority of a country or indigenous comity(further discussed below).

= Harm to future interests — stating that the patéhtprevent the source group (holder
of the traditional knowledge) or country (holdersmivereign rights over the genetic
resources) from developing knowledge, remediessources and marketing them.

As with the prior discussion, this denial is maderenserious by the fact that under the
application of internationally accepted principlek patent law, the users and traditional
holders within the source country could not patéet product themselves (because one can
only patent a new innovation that is not generatlgwn.) In light of globalisation, however,
patenting anywhere essentially denies the souigéforcountries, communities and
individuals the ability to develop and obtain connoi@ value from these products of their
biological and genetic material and of their cudtiand traditional knowledge.

Instances of this kind of harm are identified iramg all of the public claims, which have
overwhelmingly focused on patents, both as a bafs@§scovery and as the mode by which
particular harm was alleged. Of the public claiidentified in Table 1, only eight —
specifically the hoodia, (Kenya extremophiles, 8eWiva, Amma Corporation, Millennium
Seed Bank, Philippine coral, Plao-noi, Yanomamid,aand Coco-de-mer -- did not appear to
arise out of a patent. The claims arose in a tyagéways. In four(Kenya extremophiles,
hoodia, coco-de-mer), the claim arose from disoptbat a product had been developed.
Four of these cases (Amma Corporation, Philipporal¢ Selva Viva and Yanomami) alleged
intentional efforts to obtain information or accegithout full disclosure of the intent to sell
the information/genetic material obtained, or toe u¢ commercially. One case, the
Millennium Seed Bank, arose out of the public kredge of ongoing negotiations for the

33 See for example the Neem, basmati rice, jasmiee aind Nap Hal claims described in Appendix 1.

34 As with all other ABS issues, the relationshipwieen ABS cases and traditional knowledge casedvieso
difficulties of legal analysis not present in othBS matters. It is also noted that the patentéssrelating to
traditional knowledge cover a wide range of matfarsoutside of the scope of ABS, and that thellbgais for
TK actions is significantly different from that esfant to ABS claims (see for example the significdifferences
in wording of articles 8(j) and 10(c), as well atickes 17.2 and 18.4. Hence, although ABS law &Kdaw will
frequently overlap, in terms of framework developtnand legislative/judicial implementation, they shibe
thought of and addressed as two separate legalg¢bed-or purposes of this paper, the instanceghinh the two
issues clearly overlap and must be addressed wygette referred to as ‘genetic-resource-relateditioaal
knowledge.’

% By contrast, situations in which the subspecie##tia or remedy was directly used or marketed ¥ethin
within the broader category of ‘utilisation of tiadnal knowledge,’” but may not be GRTK.
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creation of a non-commercial collection. At lease of these (Amma Corporation) resulted
in a criminal case, and at least one other (PhilgCoral) in the revocation of the permit for
sample collection. Only one other (Millennium Sdzghk) has since been resolved. (All?7?)
The other claims are either still under negotiatombandoned,

By contrast, most of the confidential interviewsabsed a much broader scope of claims,
and indicated that there are many more claimsingléa ABS violations which have nothing
to do with patents granted or applied for. Thosgxample, a large number of claims appear
to allege that the public consultation processeeeviecomplete, or that the public group
giving consent (where required by law) was not ariled to take action on behalf of the
community or stakeholder group in question. Cimglés to the scope of the rights granted in
an ABS permit, the agreed amount of benefits, dred hanner in which they are to be
distributed within the source country are also treédy common. In a number of cases,
public concerns focused around the fear that wglkeosreceive some kind of permission (ABS
or other) to collect specimens or catalogue infaromawill later utilise that information
commercially without sharing benefits, unless theg/legally prevented from doing so.

3. Inequitable actions — using GR without sharing the benefits

The harm involved in many misappropriation casesnis of expectation — that others should
not be allowed to profit from the source countmgsources and historic conservation of those
resources without sharing those benefits equitaldifis is a very different kind of harm,
which goes to the heart of the ABS issue. Theaindl find their basis in a primary concept
known in common-law countries is referred to asuigg — the legal notion of fairness
extending beyond the contents of contracts andgttiw interpretation of contractual rights.

Box 5: EQUITY

For example, consider the situation in which Mmyéts permission from Mrs. X to pick rosges
from her garden to decorate his dinner table. rAfiey are picked, Mr. Y enters the roses in
a flower show where they win a prize.

The right given by Mrs. X may be both a kind of tract and a property right (the right to
trespass on Mrs. X’s property.) Is Mr. Y’s decisito use of the roses in a different way a
breach of contract? Principles of contract law ltqarobably not decide this, because under
contractual law there is no direct measurable harivrs. X — she had agreed to give away
the flowers, anyway, hence there is no damagerto he

Principles of ‘equity’, however, also apply. Theseciples provide a different result. Mr. Y
has obtained a benefit from Mrs. X's excellent gaidg and from her development or
preservation of a unique variety. Even though M¢swould not enter the flower show
herself, principles of equity would hold that Mr.nYust, at least, share the prize money, give
her credit for development and cultivation of theeas, and recognise her ownership rights

Most of the publicly asserted claims examined tus treport, although mentioning these
equity issues as a supporting point, have not doemlitable remedies (a share of benefits, or
a promise to share them in future), but ratherfoalinvalidation of patents or similar rights.
Although not yet applied by any court, equity pijphes have been raised in non-public
discussions and negotiations, the use of GR withmnefit-sharing has often been the
specific and primary basis for the claim.

Equitable principles have been most prominent il cand criminal actions against
middlemen and collectors. In several instances,sthurce country took action based on the
(equitable) collector/middleman’s obligation toddse his intent to sell the information and
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samples for purposes of commercial developmenteéBuch claims have been publicised,
resulting in fines, rescission of permits, anddjire case) expulsion from the country.

More than 65% of the individuals interviewed hacteénvolved in some ABS challenge
based on fears that the collector would be abkeatosfer the material to a commercial user
after the samples were removed from the countriiomit any payment or even notice to the
source country. These claims are based on egsies.

4. Failure to comply with other primary ABS require ments

Misappropriation claims sometimes suggest that dicp@ar user or applicant has not
complied with the primary requirements of ABS lavlhese claims span a rather large
spectrum from, at one end, allegations that the Ad8&l compliance was insufficient to
comply with specific legal requiremerifs,to, at the other end, allegations that ABS
obligations were completely ignored and no ABS amrent obtained. Records of
administrative claims have been difficult to acquihowever. Interviews with individuals
from governments, industry, academic/researchtitigtns, NGOs and indigenous groups
have provided informal descriptions of their expede with formal objections to ABS
applications and permit processes, as well as @beernment permissions, such as CITES
export permits and permits for research/catalogaimg) sample collection in protected areas.

The most basic allegation, of course, is that tber simply omitted any effort to obtain a
right to utilise the genetic resources, so thatdusvities constitute a misappropriation of
genetic resources or GRTK. In some instances, evizar ABS agreement has been
negotiated, flaws in the procedures (especiallylipydarticipation and consent requirements
under national law) have been asserted as basdsdlaring that the agreement is invalid and
activities under it are misappropriation. In otkhases, the claim alleges that the government
negotiators have not exercised due care in pragpdtie country’s sovereign rights and
property interests with regard to its genetic reses. In essence, these claims allege that the
grant of access or other rights was illegal or espnted a violation of government’s
obligations to obtain the maximum return on natoeaburces and sovereign properties.

In these cases, there was a significant differdreteveen the claims mentioned by source
country governments and those by private indivisuAlGOs and others. Governmentally
asserted claims generally focus on the entireraitr refusal of a user to obtain or comply
with ABS agreements. For governments generallfiqudar errors or omissions within such
agreements are generally considered to be remedjbblems except where the applicant
intentionally made some misrepresentation. It khbe noted that, apart from patent claims
in which ABS omission is stated as a supplemeniasis for the claim, there have been
relatively few claims raised by source country goweents alleging ABS violations.

At the level of individual and NGO claims, howevargreater proportion appear to focus on
governmental authority to issue permits, and moagtiqularly on issues of specific
compliance with national and/or sub-national lave]uding

= sufficiency of compliance with public participatioequirements,
= acceptability of financial provisions in agreemeiatsd
= distribution or arrangements for distribution ohbéts at the sub-national level.

Approximately 33% of NGO representatives discussedh claims, and most of the
government and industry representatives had expmriethem at some level, however few of

3¢ For purposes of this study, direct participatiompiblic consultation processes in ABS negotiatiewen where
opposed to the issuance of an ABS permit, are owsidered to be ‘claims of misappropriation or uthatised
access,’ since these processes are designed tee dhati whatever access occurs is authorised, anuielvent
misappropriation. However, requests for rescissibran ABS permission after it has been issued Hmeen
included in this study, as such requests are giyd&@sed on the allegation that the permissiorukhaot have
been granted and that action taken under that psioni is therefore misappropriation.
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the public claims listed in Table 1 were based lois kind of issue. Although persons
asserting claims of this type generally desiredlipity for their claim, they were rarely
publicised widely (although sometimes receivingadetl coverage at the most local level),
and have been difficult to locate through onlinetirer research.

Many of these claims focused on users who did eleve that their activities utilised genetic
resources. For example, the Millennium Seed Balakms arose in the context of a
governmental permit enabling the creation of a eoration collection, with no known intent
to utilise the collected materials for any commargurpose. Claims were based on an
underlying concern that once the material was resddwom the source country, that country
would have no right or ability to maintain awarenes the transfer of the material and/or
utilisation of its genetic or biochemical inform@ti Several similar claims involving
collections, taxonomic surveys and comparable salsowere identified in individual
interviews, in all of which the applicant did n&quest (and the government did not grant)
any right to commercial utilisation of the genetsources.

5. Publishing or transferring information without a right to do so

A number of claims focused on the transfer of ottigits, such as the right to engage in
research, contracts for the collection of taxonodata, or contracts for the development of
specimen collections and herbariums. Although tlegsgngements do not specifically grant
any right to utilise genetic resources, as conckilbg Article 15, the contracts raised
guestions regarding the future use of the matara information obtained, after the
contracting party had collected and removed tha dataterial from the country of origin.

Here also, the claims generally related to users avti not believe that their activities utilised

genetic resources. For example, the MillenniumdS®@nk claims arose in the context of a
governmental permit enabling the creation of a eoration collection, with no stated intent

to utilise the collected materials for commerciakgmses. Similar claims and comparable
proposals were identified in individual interviews.all of these cases, the applicant did not
request (and the government did not grant) anyt tigltommercial utilisation of the genetic

resources. The primary expressed motivation uyidgrlthe claims was the fact that after
removal of the material, the source country wowdgehneither the right or ability to maintain

know of or monitor transfer of the material orgenetic/biochemical information.

These claims are fuelled by the existence of amoth&éegory of allegations — transfer of
biological material and research results from samee@ho does not himself have specific
authorisation to utilise genetic resources to agotmtity for patent or other commercial
utilisation. In more than half of the publicisethims (most specifically discussed in the
Endod, extremophiles, Selva Viva, Amma Corporatidvillennium Seed Bank, but
mentioned in many of the other clairfisjhe issue raised was whether a researcher with
specific authorisation to collect samples or uralertresearch had also the right to authorise
others to utilise the genetic resources, biochdnfiicenulas and other results obtained from
the samples. In many typical cases, such trankgspened with no inquiry into use rights.
Thereafter, sometimes through many years, thisresecontinued without information to the
source country. Later, a patent, was obtainecdoglst based on the material or the research
results from the original researcher. This paterapplication was then challenged because
the original permission did not include any specifight of commercial utilisation of the
genetic and biochemical information. In at lesesten of the publicised claims (Ayahuasca,
Endod (soapberry), Tricolor frog, ExtremophilespN4al (chapati), Selva Viva, Plao-NotY),
the researcher/collector’'s activity occurred ptimrl992, and in three claims, some product
development had occurred before that date.

37| Several industry representatives noted thatigisue has arisen more commonly in claims that hav been
publicised.

38 |nformation regarding the date of collection was clear in several other public claims (Nuna Béésilow
Bean , Pozol, Hoodia, Cunani & Tipir), but suggddtee possibility of pre-1992 collection and othetivities.
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6. Damages or lack of rights of entry or access for specimen collection

Although frequently identified as a possible bdsisclaims, relatively few specific claims
alleged that the user’s action in collecting specimmwas not permitted, or that these actions
violated the law. In several cases, access isswss under other law, including —

= Claims generally alleging a violation of hormal pesty rights, such as
0 trespassing;

o interference with another person’s rights to callec control specific
biological material, or

0 violation of the terms of a concession agreemetitense.

= Potential violation of wildlife lawsi.e., claims that it was not legal to capture, Kill,
uproot, or otherwise gather samples of the biokigitaterial collected?

= Claims based on the special rules regarding craawmud, national patrimony or
sovereign property (including national parks, sakgiprotected species, and other
particular sovereign rights) and the proceduresdamdiments required.

Among the publicly asserted claims, there have b®en primary access-oriented bases
asserted — that the lands and species held orysedditional people have been appropriated
without permission or compensation; and that, ewdmere the application of ABS
requirements is unclear, illegal specimen colleciiwactices should invalidate the rights of
the user. This latter type of claim is illustrateyl the extremophiles situation (Kenya.) In
that claim, the direct application of ABS principlevas unclear, due to several factors.
Instead, the government’s claims focus on the fthat the collector, who obtained the
samples in a protected area, cannot produce adgreé that he had government permission
to take biological material from that protectedaare

F. Objectives of Asserting the Claim

Consideration of the claimants’ apparent objectiveslerlying their claims provides a
valuable basis for analysis of the current level artent of ABS-related claims. In general,
the primary objective and secondary objectives remsean claims reviewed may be very
different, and the selection of the means of asgpthe claim can be thought of as the most
important method of determining these underlyingciives.

In 28 of the public claims listed in Table 1, fotaeple, the primary claim was based on
patent invalidity and sought patent revocationhaigh genetic resource misappropriation
was often asserted as a supporting point. In sointbese cases, final decision has been
reached (either invalidating or upholding the pBterEven where the patent decision has
gone against the claimants, none have so far itaticany intent to pursue a claim for ABS-

related violations.

As noted above, several of the public claims, atarge percentage of the interviews, focus
on equity issues, including especially the equéatibligation of a collector or researcher to
disclose his intent or decision to transfer thecspens, research results, and other
information to a third party after he has underakmllection and/or research under an
appropriate license. A relatively small percentafjpublic claims and some negotiations and
other discussions examined in this study have radUdirect attempts to obtain benefits from

39 A converse of this kind of claim has been suggestanother forum. In the implementation of then@ention

on International Trade in Endangered Species oh&aund Flora (CITES) (Washington, D.C., 1973, exénto
force, 1975), several countries have expressedeconthat a user will interpret a CITES export pérmi
‘introduction-from-the-sea certificate’ (Arts. I8, 111.5, 1V.2, IV.6, V.2, and VI.) to be a govermmtal permission

to utilise the specimen, including its genetic teses. (Procedings of COPs 11 and 13, and of the
IUCN/BMZ/ITRAFFIC/UNEP Expert Workshop Promoting THS-CBD Cooperation and Synergy, International
Academy for Nature Conservation, Isle of Vilm, Garmy, 20-24 April 2004.)
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users of genetic resources. To date, as noted baluvertainties regarding ABS issues, have
been perceived as obstacles to direct claims foefiiesharing in courts and formal forums.
Consequently, most claimants have focused on dihees for their actions or threatened
actions against misappropriators.

G. Deciding Body or Governing Law

As a final point in this section, the choice amgagticular legal bases for the claim and the
choice of deciding body can be significant in chiegsthe kind of claim to bring, and
evaluating chances of success of such claims.ctgateof governing law and deciding body
typically dictates both the objectives that thérolgan achieve, and the rights and remedies
that should be asserted.

For example, as noted above, more than 75% ofub#cpclaims examined were directed at
national patent agencies, and were described nimstef that country’s patent law. Given that
patent law does not generally include any legal hmeism for benefit sharirf§,the final
decision of these cases has not yielded any djtetitial analysis or finding regarding
whether benefit sharing was required, what starsdsinduld be applied, and how they should
be enforced. (important point worth highlightingeuld usefully inform ongoing discussions)

It is usually necessary to bring any action againgser in the country in which the user lives
or operates its primary facilities. A source coymtr other claimant often cannot obtain legal
jurisdiction to bring a lawsuit in any other plac&he claimant in such cases, however, is
handicapped by the lack of so-called ‘user measupesmoting, enabling or even
encouraging benefit-sharing. This lack of judicizandate may be another reason that no
other court or legislative body in a developed d¢ouhas specifically addressed the right to
utilise genetic resources, or provided decisiongdpsrt or clarification of benefit-sharing
obligations in ABS contracts or under broader pples of equity.

IV. Extent and Impact of Misappropriation Claims

A variety of different factors underlie each of ttlaims examined for this reportin many
claims, the primary focus of asserted claims has librected at increasing awareness at all
levels. Another group of claims challenge the lisggand validity of patents, and others
more directly focus on seeking equity and fairisdiion of genetic resources. In many
instances these allegations have been made togéther section briefly analyses

= Legal and practical issues affecting direct claohmisappropriation; and
= the extent to which the results or remedies obthiesolve ABS violations.

as well as claimants’ strategic choices in bringtmgjr claim.

A. Legal and Practical Aspects of ABS-related Misap  propriation Claims

Claims of misappropriation, whether asserted thinowag judicial action, administrative

process, private negotiations, or a media campaign,be very costly in time, money and
redirection of energy. The effort and cost invalverovide an important indicator that
stakeholder expectations are so strongly held tiiney prompt various actions or claims.
Where such costs and efforts are to be expendetdleves, potential claimants must first
analyse the chances of particular outcomes, anddhe of those outcomes, before finally
deciding to go forward with a claim. A number eicfors may affect this evaluation. At
present, owing to uncertainties regarding ABS lawlaimants’ chance of success in ABS

4% In some instances, one who infringes a patent lmearequired to pay royalties and other penaltiefégpatent
holder, however, rarely if ever is the holder ofimvalidated patent required to pay in this way.
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claims remains extremely uncertain — a fact that deter stakeholders from bringing claims.
This section considers four areas of uncertaintytheir impact on misappropriation claims:

= Uncertainty of legal claims (‘grey areas’ of ABSdaits implementation by national
legislation and courts);

= Inconsistency in objective (remedies such as p@teatidation may not be consistent
with the benefit-sharing objective of ABS claims);

= Questions regarding scale of alleged actions aadtimms (while some cases may
involve or allege clear and intentional violatiasrsusurpations of rights, others may
arise from misunderstanding or reasonable misirg&pon, leading to a choice of
options in the level of the claimants’ reactiomda

= The manner in which the above uncertainties imgaetclaimants’ expectations and
motivations of their actions.

These uncertainties have a direct impact on thenéxdnd nature of claims that have been
brought, to date, relating to unauthorised accedswsappropriation of genetic resources.

1. Legal uncertainty regarding resolution of ABS cl aims

One key factor affecting analysis of the objectiwdsthe various claims reviewed is
claimants’ ability to take legal action if necegs&w protect his/its rights under the existing
ABS regime. If the legal system is not predictalhen it will often provide an insufficient
basis for a judge’s decision. As a result, eitherjudge will not utilise the law for decision
or the decisions will not be replicable or defetesilincreasing the number of appeals, and
also decreasing future claimants’ ability to makeremsonable assessment about the
probability of success on their claims — to deteemivhether it is ‘worth the effort’ to bring a
formal claim, or even to commence informal negaiiad, with regard to ABS compliance.
Presently, there are gaping areas of legal unogytaiithin the ABS regime that make such
analysis either difficult or impossible.

This report considers five uncertainties that hbeen the source of difficulty in resolving
claims of misappropriation: (1) the nature of ‘gémeesources’; (2) the nature of ‘access’;
(3) the activities that constitute ‘utilisation gknetic resources’; (4) general inability to
reliably detect misappropriation; and (5) the ladkegal provisions in ‘user countries’ that
bind or encourage users to engage in benefit-garin

a. Uncertainties regarding the nature of ‘geneticr  esources’

One area of uncertainty regarding the applicatiblABS principles to a particular claim
relates to whether the claim is, in fact, addres@iBS, rather than some other kind of legal
concern. Formal legal processes as well as admatiie actions both operate through the
application of specific laws and principles. Irder to issue a ruling or take other legal
action, the court or government officer must begiith the legal issue itself, usually as
expressed in a law, decree, act, ordinance, regujatirective, rule, contract, permit, license
or other written legal document. It must then ggpis document, in a step-by-step fashion,
to the facts of the claim. Hence, the first taslboth the claimant and the court will be to
determine which law applies to a given claim. AB® will apply only to claims that involve
‘genetic resources,’” suggesting that the first joesto be answered is ‘does this claim
involve genetic resources?’ If the answer is hentthe claim is not relevant to this study,
and the claimant will have to find other legal lsa&® his proposed action.

Unfortunately, it is not a simple matter to detereniwhether a claim involves ‘genetic
resources’ because it is not currently possibl&niow with legal certainty what a ‘genetic
resource’ is. This question arose during thesmof this analysis, given that more than half
of the public cases examined involved direct useitbier

= natural products and essences and/or remedies sisthgoroducts and essences; or
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= naturally or traditionally derived varieties alrgadbeing used for conventional
agricultural purposes (seed trade, agriculturativation, marketing of agricultural
products, conventional plant breeding and othavities.)

A majority of these claims were based on the faat &n individual or company was seeking
a patent on a natural or traditional variety ortba use of conventionally derived extracts
from plants, animals, microbes or fungi in commargroducts. Although clearly valid
claims, these allegations did not address ABS @ QBD requirements, instead relying on an
entirely separate legal basis — internationallyepted principles of IP law. This body of law
will apply to all patent cases, whether they ineofenetic resources or not.

Although not using ABS as a basis of their legalamg all of the claims listed in Table 1
identified ABS and the lack of benefit-sharing unéeticle 15 as another possible basis for
objection. In interviews, several claimants statieat they did not raise ABS issues more
forcefully because they were not certain whethet aow ABS principles would apply, or
whether their claim involved ‘genetic resources.’

This question goes to the heart of the current Algussions. From the earliest CBD
negotiations, it was clearly expected that ABS #thowt alter existing functional markets and
market activities in biological resources. Farméshermen and forest producers were never
expected to share the benefits of the sale of ghreiduce (even though marine products,
timber, and agricultural varieties are specificallycluded within the broad ambit of
‘biological diversity,” and all contain genetic oegces.) Transactions in marine products,
animals, forest products, textiles and other conitieedcontaining biological materials in
refined form are adequately addressed by long lesttald markets, practices and legal
principles. Even the bulk sale of herbal prodwatsl extracts collected in wild areas is a
conventional type of commerce, adequately addrdsgexisting contractual and commercial
legal systems. These activities are, for the rpast, entirely legal and often do not require
any kind of government permit or oversight.

To create ABS without disrupting conventional maskén biological products, it was
necessary that the CBD must separate the conceflti@bgical resources’ (traditional
biological commodities of all types) from ‘genetiesources’ (the genetic and biochemical
information of each sub-species or variety, whiah become the basis for nonconventional
utilisation.) Therefore, commercial trade in bigical material is not subject to ABS, unless
the purchasing party intends to utilise the genetsources of the species without sharing the
benefits arising from that use. This final (‘urd@sclause, however, cannot be observed
objectively, and is very difficult to prove in law.

Few concrete mechanisms have been suggested tami@ing which activities are normal
commercial use of biological material and which at#isations of genetic resources. For
example, before the CBD was created there weradyrexisting markets in seeds, and
systems for the conventional development of aguical varieties. The relationship between
these markets and ABS is somewhat unclear, bedissgot certain when activities cease to
be sales of ‘biological resources’ and become fiilesation of ‘genetic resources.” Some
have suggested that ‘genetic resources’ law appbesew and unconventional uses of
biodiversity, in which a user may often need onlyetatively small amount of biological
material’*  Once the material has been brought into the asentry, it can usualfy be

4! The minimal payment required for obtaining thiscammt of biological material cannot provide a comeigr
incentive for conservation and sustainable usenassiened by the convention (Art. 11), nor can duiably
compensate the source country for the value oldaine

42 There remain some highly complex and delicateispahat cannot be culturext situ. In some cases, this will
mean that these species will need to be continualiected in large quantities, even when prodwts in

commercial production. The control of these willeg processes, like all collection or harvestofgnatural

resources, must be governed by natural resourcegearent institutions and practices, and by sudikenase

principles.
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reproduced whether chemically (in laboratories),baslogically (in captive breeding or
cultivation systems.)

As a consequence, it is not possible to controlniogement of genetic resources from the
source country — the only way to prove a violatwd®\BS principles is to prove that someone
utilised genetic resources. This proof can onlyragle in the country of use. Legal certainty
and binding enforcement of ABS arrangements wilpash®l on whether the distinction
between biological and genetic resources is clemmbiguous and instantly recognisable by
governments and other involved parties in all coest- whether a court can make replicable
decisions on these matters in a variety of factitahtions.

While greater clarity would have enabled claimantsise ABS more actively, this does not
mean that it would have increased the number of -A8&ed claims. Rather, this kind of
clarity would be one step towards enabling alliparfusers, governments, communities and
NGOs) as well as courts to know when and how tdyapBS to their commercial activities.

b. Uncertainties about ‘access’

Similar doubts arise regarding when and by whaioacbne obtains ‘access to genetic
resources.” In every legal case or claim relatmgnisappropriation, one critical question is
whether the user has legally obtained access tetigeresources has been raised. Several
questions illustrate this issue:

=  What level of permission is required for access?

In several of the informal interviews, it was notdtht there is confusion among
parties to particular claims (including users, goweent officials, particularly
communities, and private landowners) regarding whpsrmission is required for
access to genetic resources. In many casesgtitetai physical access to a particular
ecosystem has been confused with the right tcsatibn of genetic resources found
in that ecosystem. Thus, for example, a privatelhalder or an agency managing
national park believed that it had the power tongrhe right to use the genetic
resources from specimens collected on that paatiqaroperty. In most countries and
claims, however, the right to control entry intpaxticular geographic area is thought
to be legally separate from the right to contra thilisation of genetic material from
samples collecte®.

= What happens when the intention of the user chaafjesthe resources have left the
source country?

In more than half of the public cases, species snpere collected by researchers,
collectors and others who had no direct commeraignt. Many claims involve
samples collected ‘for purposes of research.” WUrsdene national ABS legislative
proposals, there is a specific exemption for suctiviies. In these instances,
claimants allege that permission to collect samfdesesearch did not convey a right
to utilise genetic resources in a way that woultbpce benefits to be shared.

When the users went on to commercialise the genesmurce-based discoveries,
they did so assuming that their possession of #mepks gave them the right to
utilise the genetic resources. In at least se¥aheopublic cases, the ultimate user
obtained the specimens and research results frerariginal collector or researcher,
who was based in the user’s country or region. 0der alleges that it acquired the
resources ‘in good faith’ — that is, that it reamoly believed that the person who
provided the resources had the right to utilisegbeetic resources and was legally
able to transfer that right to third parties.

43|t should be noted that the landowner, communitgational park agency still has a full right tatm! physical
entry into their property, including requiring pagmt for this entry, in accordance with national .law



UNEP/CBD/WGABS/4/INF/6
Page 25

In some cases, resources that were taken for nomeocial purposes, such as
specimens taken for preservation in a zoo, bothgeraen or research institutiorf
such specimens or their progeny were later obtdiyeal commercial user, the change
in use would raise a similar question — was it seagy to obtain ABS permission for
the original collection or only at the time of tlransfer or change of use? Concerns
about this possibility have been the basis of s¢veublic and non-public claims
asserted against such non-commercial collections.

= At what point does ‘access to genetic resourcesiicit

In at least seven of the public cases, samplesaapgpehave been collected well

before the adoption of the CBD. In these casesyedls the question arises whether
the researcher obtained the right to utilise gentsources (a concept that did not
exist in law at the time) in a manner that producemmercial or other valuable

benefits, or only the right to possess the sampi¢s undertake research on them.

= Can the user's right of access be rescinded afteruser has collected and removed
the specimens, if some person later challengegdliernment’s decision?

In one public claim (‘Philippine coral’), as wels amumerous situations described in
individual interviews, users, collectors and cagakrs have received formal
governmental permission, which was later rescinoledhallenged. In nearly all of
these cases, the rescission or challenge was lmsedither (i) concerns that the
collector would retransfer the material to a conti@ruser which would not share
the benefits of this utilisation or (i) claims thithe permit process did not adequately
comply with national laws regarding public constidta and community consent.

In many of these questions, a basic divergencendérstanding is apparent. To many users,
the term ‘access’ refers to legal ownership of tf@ogical specimens used in research. A
person can legally acquire this kind of accessditirgg permission from the owner of land to
collect specimens on his property, by purchasirgispens from a collector or on the market,
or by cultivating or breeding specimens in his olands. In the ABS context, however,
access refers to ‘access to genetic resourcesitanmdeaning is less clear. Article 15.2's
provisions about facilitating access to genetioueses appear to refer to the development of
source country law that ensures that access (ghéto use genetic resources of the country)
can be obtained through compliance with reasonafoleedures.

Many national laws and commentators assume thae&st is a prerequisite of ‘benefit-
sharing,’ although the relationship between the isvoot specified in the Convention. One
guestion arises from review of claims assertedhisther a person who was not required to
obtain ‘access to genetic resources’ in order tainlsamples and/or to begin research. This
may have occurred where samples were obtained &oex-situ collection outside of the
source country, or where they were collected priothe Convention, or bought from an
individual who brought samples blogical resource¥ into the user country. Will this user
still have to share benefits from utilisation o8 tGR?

At present, there are no clear legal answers injanigdiction regarding these questions. As
noted earlier, however, no formal decisions by toar formal administrative hearings have
been identified which actually consider whether seruhad lawfully obtained ‘access to
genetic resources’ prior to use. In the few casgbsre a formal body has been called to
consider ABS questions, the case was ultimatelyived on the basis of other issues (patent,
criminal or other law). It generally appears tbatirts lack of sufficient information, either in
the CBD or in any national law, to enable themitedaly decide these issues.

44].e., with no intent to utilise their ‘genetic resces.’
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¢. Uncertainties about ‘utilisation of genetic reso urces’

Another area of uncertainty relates to identifioatof the activities constituting ‘utilisation of
genetic resources.” This issue is, of course,etyoBed to the concept of genetic resources
themselves, however it focuses on the activitieslired. As noted above, numerous claims
have been based on the direct utilisation of disirs, grains or other extracts milled or taken
from naturally occurring or traditionally derivedispecies or varieties. These actions use
the properties of the variety (in the same way twhmercial trade in fruit juice uses the
properties of the fruit), but do not appear to itiségenetic resources.” Other claims focus on
normal kinds of plant breeding (cross pollinatitwypridisation, etc.) and animal breeding,
which have existed as commercial activities fortegas. Many such claims are adequately
regulated under other law, suggesting that they maayieed to be covered by ABS law.

The difficulty for purposes of misappropriation iote, relates to finding the point at which a
use of the qualities of a biological specimen beesi ‘utilisation of genetic resources.” This
distinction is difficult. First, in many kinds afenetic resource utilisation the relationship
between the biological specimen and the ultimatedyet is becoming less clear. For
example, genetic researchers confirm that it isaaly possible to construct DNA chains from
the ‘genetic sequence’ (the biological notationcdéing the species genetic makeup) without
a reference sample. At present, this processlligpensive, and lack of understanding of
the role of other proteins in genetic processensédaat a reference sample is still necessary
in most cases, however, it is expected that thibs&oles will be overcome relatively quickly.
It is also already possible to reproduce biochehpcaperties from many species solely on
the basis of their chemical formulas. This capyadgst still limited in the case of highly
complex formulas, but the threshold of this abiigyapidly changing.

One patrticular problem relating to the utilisatioingenetic resources arises from the fact that
the original genetic material is generally long goby the time a product is created. In many
modern genetic resource utilisation technologietsete resources are used in the creation of
the product, but leave no trace within that produthe relationship between the resources
and the product in these cases may be difficultegcribe in law. Often, the development of
new products is an iterative process. If particglenetic resources are utilised in an early
iteration, the user may believe that subsequegestaf development do not utilise genetic
resources, and thus do not give rise to benefithspabligations.

In a number of individual interviews, even morefidiflt claims were described, in which no
direct use of genetic or biochemical material or genetic-resource-related traditional
knowledge was actually involved. Rather, thesemdavere directed at users who observed
the way a particular remedy or natural compoundtesh when introduced in humans,
animals, and ecosystems, and derived their own cangs to have a similar approach. The
resulting compound does not use any genetic ohbioaal element of the original species or
remedy, but was inspired by research into how lickl processes occur within that species.
This type of claim, although not formally promulgdtat present was mentioned as a potential
basis of future claims by nearly 25% of individisterviewees. It's prevalence is evidence
of the need for greater clarity about what consguhe ‘utilisation of genetic resources.’

ABS enforcement, as currently envisioned, can foncbnly where a source country knows
whether ‘utilisation of genetic resources has oamlirand also what ‘benefits’ have arisen
which the user will be called to share. Only tlwam the CBD and related national law and
legal principles consider whether an ‘equitablershaf benefits must be given, and to whom.

d. Uncertainties about detection of violations and
misappropriation
Beyond the problems of definition, there are padtproblems of detection. In practice, it is
difficult or impossible to identify the biologicalomponents of a commercial product by
analysis of that final product. In many producfsgenetic manipulation, more than one
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biological source material may have been involveBven if these components can be
identified, it is completely impossible to determiwhere that material has come from.

Consequently, in most situations, only the user Wilow whether it is using genetic
resources, where those resources were obtainedytattier benefits have been derived from
them. This inability to recognise misappropriation unauthorised access by objective
evidence has had two impacts on the claims browjgiiing to genetic resources:

1. Source countries and communities have indicatetioag desire to control genetic
resource utilisation by strictly limiting the ‘ag®end’ of the transaction, owing to
fears that they will not be able to detect unausisar utilisation of genetic resources.

2. Most attention has focused on those compliant uers those who comply with
ABS requirements and/or disclose source of gematiterial in patent applications.)
As further explained in IV.A.3.b below, these p&rs@nd companies are the easiest
to identify as potential users of GR (having cheadentified themselves by seeking
formal ABS permission, and often by holding publiearings or other public
consultation processes to obtain informed conseifdoal people.) By contrast, as
noted in IlLA, above, users who do not comply wiBS requirements are often
difficult or impossible to identify. Consequentlglaims directly focused on ABS
processes are often directed against compliant aoniep, creating what is virtually a
‘penalty for compliance’ in some cases.

These two reactions describe virtually all of thermas analysed in this report.

e. Lack of legal rules binding users
Finally, it is useful to recall that ABS focusest@o national commitments:

- On one hand, source countries commit to

create conditions to facilitate access to genegsources for environmentally
sound uses by other Contracting Parti&s .

- The corresponding commitment from countries incltgenetic resources are used is to
promote ‘fair and equitable sharing of the benediising out of the utilization of genetic
resources® by

Tak[ing] legislative, administrative or policy meass, ... with the aim of sharing
in a fair and equitable way

= the results of research and development and

= the benefits arising from the commercial and othélization of genetic
resources

with the Contracting Party providing such resourtés

Claims of misappropriation of genetic resourceseurABS principles, when asserted against
a user of genetic resources, necessarily focuswanquestions: Whether the user has
complied with any relevant access-related requirgsnge., whether he acquired the genetic
resources legally); and whether he has fairly apdtably shared the benefits he obtains from
use of the genetic resources with the source cpuntr

As to both of these questions, however, the emtimes of responsibility has rested with
source countries, despite the fact that, as ndiedea source countries have no legal right or
ability to oversee the actions of users once tlmures have left the source country’s
jurisdiction. Although the CBD clearly recognis#uat the responsibilities of ABS rested

45 Article 15.2
46 Article 1.
47 Article 15.7
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with both user and source countries, to date, hewewach country’s national legislation
(both in developed and developing countries) plder emphasis almost exclusively on
access to the genetic resources of that codfitlthough many efforts (studies and initial
processes for the development of voluntary guidelinare ongoing, little relevant user
legislation has yet been adopted, and most refaikdy to enabling voluntary compliance,
and, more strongly, to controlling utilisation oérgetic resources that were acquired in the
legislating country. At present, developed coumggislation does not appear to address the
separate requirement of the adoption of legislatioather measures “with the aim of sharing
in a fair and equitable way ... the benefits aridnagn the commercial and other utilization of
genetic resources,” as required in Article 18.7t is certainly perceived not to support any
attempt to enforce ABS requirements of source c@sit Claimants seeking remedies or
enforcement of ABS principles in these countrieguld be forced to use basic provisions of
contract and property law, which evolved centubefre any concept of genetic resources as
property, and which do not provide any legal b&siABS actions.

With regard to bringing claims, it is typically ressary in bringing an ABS-related action
against a user, to utilise the law and courts efabuntry in which the user lives or operates
its primary facilities. This remains a barrier ttte use of legal process to effectuate and
enforce ABS commitments, owing to limited user-doytegislation directly addressing ABS
issues. So far, none of the cases, and none ohttiwiewed individuals have involved or
identified any situation in which a user countryshanabled, encouraged or assisted a
(different) source country, community or other ilwenl group in obtaining knowledge
regarding the utilisation of genetic resourcestaklen any measures to promote or facilitate
benefit-sharing. While some cases have been edsender user country law, the claimants
have not been able to assert these claims under |aBSgiven that no user country has
adopted legislation clarifying ABS principles, arabling their application in the countries’
courts.

2. Inconsistent objectives: Invalidating patents v s. sharing benefits

It is common in law for an initial claim (whethesrfnal or informal) to describe a variety of

violations and potential remedies. The claimarit génerally begin by presenting the full

panoply of possible claims, and then narrow hisi@ctlaims and demands over time, in
order to eventually come to a final and agreedluéism of the problem. Often, the various

claims support one another. However, in some cdBespossible options are inconsistent
with one another. Then, the claimant will havelioose one theory to carry forward.

More than 75% of the public claims listed in Tablencluded such a potential inconsistency.
This inconsistency pitted the ABS objective (ensgrihat where benefits arise, they are
equitably shared) against the desire for paterdlid&tion (which will, in effect, diminish the
chance that the user will earn a benefit to shaegssence, rather than asking for a share of
the value obtained by the user (the ABS objectith®se claims seek to eliminate that user’s
benefit entirely, for the purpose of protecting stixig national markets and market
expectations. This is an important objective, fit directly an application of ABS. Where
the user is actually developing a new product basedyenetic resources (utilising new
technology), arguably the issuance of a patent béllseen as positive, in that it creates a

8 see UNEP/CBD/WG-ABS/3/5, section IA few countries have adopted some level of measures
applicable to users in their country, however thegecountries that are primarily thought of aaifse
countries” ( Id.) A full analysis of substantive national ABS laws dze found
in Cabrera, JA Comparative Analysis on the Legislation and Acast on Access to Genetic Resources and
Benefit Sharing (ABS): Critical Aspects For Impleration And InterpretatioflUCN, The ABS Proje¢2004).
% In recent discussions, representatives of sevsgtl countries have indicated their position thaick 15.7
requires only that the user country’s law mustwalforeign countries or citizens to bring lawsuitee, e.g.,
Presentation of L. Hirsch in Norway-South Africa 8Bnternational Expert Workshop on Access to Geneti
Resources and Benefit-Sharing, (20 - 23 Septen®@s,Zape Town.)




UNEP/CBD/WGABS/4/INF/6
Page 29

sharable benefit “arising from the utilisation afngtic resources,” or indicates that one is
imminent.

Specifically, such claims differ from ABS in thrparticular ways.

=  Subject matter addressedis detailed above, many listed on Table 1 doimatblve
any application of modern scientific principles fitie ‘utilisation of GR.” In fact,
where genetic research and development has beeaivedy patent claims have
generally not been brougttAs noted above, the utilisation of genetic resesiis a
specific and necessary component of any claim db ABlation.

= Harm addressed Where ABS allegations generally focus on ther'sskilure to
obtain permission (access) and/or the failure tareshbenefits, patent claims
affirmatively allege financial harm to farmers ondigenous groups or other
communities’*

= Remedy sought Perhaps most important, this question of objecis the single

factor most determinative of the success of an A8&ed claim. In patent cases, a
finding of the invalidity of the patent must be poped by a general public
awareness, so that the market share or potentiej@ned. Hence, significant public
awareness activities often start even before ttienpaaction is commenced. By
contrast, for purposes of asserting an ABS claimabgource country (or other
claimant) against a particular user, the most &ffedargaining chip in the hands of
the source country is the GR-user’s interest irdimg publicity regarding the claim.
Given that the ABS remedy is a share in the bemafising from the use of the GR,
the source country or other claimant also has tmést in ensuring that the product is
positively received by the market. Consequentig tmost productive process will
often be a non-public negotiation.

This difference affects more than the choice obtles to be used in promoting the claim.
For example, although strategies focused on enhgrasivareness effectively utilise a broad
base of NGOs and other members of the public, femacases, the role of members of the
public has been problematic. In the cases invgltire Hoodia, Kenyan extremophiles and
University of Lausanne, the publicity may have fsad unintended result — restricting the
users’ incentive to resolve the claim. In eacltheke cases, the user was initially contacted,
and negotiations commenced before there was gignifi publicity regarding the issue.
Arguably, the user might have viewed these nedotiatas an opportunity. Any benefit-
sharing payments made could be reflected in the'suselvertising materials, corporate
reports, and other public statements as a demdosiraf social responsibility and
cooperation with ABS requirements. After the cldiscame publicly known, however, this
opportunity may have been diminished. The usersaining objective was simply to quell
the protest.

Once claims start circulating, users sometimestfex!‘the damage is already done,” and that
efforts to resolve the claim will ultimately leadlp to more harmful publicity® Hence,
where the claimant’s object is to obtain a sharg@roteeds, then, a more discreet opening

%0 |n general, patent related claims have been basedack of ‘novelty’ and ‘innovation,’ two primary
requirements for a valid patent. Both of these poments would arguably be satisfied in a patert wéw variety
developed through genetic manipulation.

5! The most compelling motivation arises in casesviiich the patent-holder asserts his patent by amhgror
threatening to charge a royalty — insisting thatiers using the traditional variety which he hatepted must pay
him in the future, if they intend to continue to nket the produce. It would have been impossibletii@se
farmers to patent the variety themselves, as twaeno innovation involved — the varieties suchasmati and
jasmine rice, and several others mentioned in Tablere already in general use in the manner destiin the
patent. Once patented there was no way to disshgoetween the patented variety and the traditivarieties
already being marketed. (These facts are bas¢ideoyiellow Bean (Enola Bean) patent case, andrersubject
of a pending action for revocation of the US Patgahted in the case. )

52 This sentiment was echoed in detail by all industterviewed in the course of confidential intews (Table 2)
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strategy may vyield better results. By contrastglaims seeking the invalidation of a patent
(which would mean that there was no benefit to erexd), greater public outcry may be a
more effective choice.

Although raised in public statements, and occadlipna formally filed claims, ABS
allegations have not been the factor driving tteéncland benefit-sharing. As noted above,
the legal uncertainties of ABS, compared with tlatively clear and internationally
acknowledged principles of patent law (or other°fwnay explain why claimants have
preferred patent actions, rather than ABS legisfatas the basis for their legal efforts.

3. Scale of reactions and responses

Two additional points should be noted regardingrthature and scope of claims reviewed for
this analysis. First, these claims cover a vepatirspectrum from allegations of procedural
violations in obtaining or issuing ABS permissiofteMred compliance) to allegations of
intentional usurpation of the existing rights, efies, commodities and markets of source
countries and local/traditional communities andrsiseA single broad-brush analysis cannot
appropriately consider the significant variatiorcgoas this scale. Second, however, it is
noted that users’ reactions to claimants and cldim& varied from prompt and productive
discussions to rather extreme censure of the ctagnaOnly a few of the claims examined or
described have resulted in a negotiated settlembith enabled the user to go forward with
bioprospecting for and utilisation of genetic reses.

This section considers the scale of reactions ¢ §ides, and the various levels of the claims
and claimants’ reactions when compared with théiqudar harm alleged — the scale of user
responses desired in comparison with the parti¢utals of claim asserted.

a. Recognising different levels of violation

Up to this point, this study has not closely coastdl the general standard for
‘misappropriation’ of and ‘unauthorised accessgemetic resources, looking instead at how
various claims have been asserted and how theg telahe ABS process. With regard to the
severity of claimed violations involving GR, it mecessary to examine the level of response
to each kind of violation.

For example, a user may obtain a permit in compéanith procedures identified in law and
regulations, but some local communities may latsed a claim against the government
agency issuing the permit, claiming that it did foty comply with public participation
requirements under the law. Arguably, in most ssithiations, a claim against the user or
issuing agency is not usually a claim of ‘misappiaton,’ but of the procedural violations
and other issues to be addressed. However, vgnecedures were ignored or intentionally
omitted critically interested stakeholders, thesagipropriation’ label may be correct.

None of the publicly asserted claims listed in Eablis directed at procedural violations of
ABS, however, most individual interviewees from gowment and industry indicated that
fear of procedural irregularities and challenges isajor source of delays in ABS processes.

Perhaps because there are no generally recogmidegicaepted legal standards for reviewing
and deciding ABS claims, the type and severityhef¢laim has often been determined by the
resources (financial, human and other) availabléhéoclaimant. Where significant public

relations tools are available, claims are assehienigh media and public presentations. This
result is enhanced where there is some publicesten the species, or a general public
dislike or distrust of the user, even if the clatself is not strong. Where legal services are
available to the claimant and where filing fees @@naccessed, lawsuits may be filed or

53 |n cases, such as the extremophiles claim invgliéanya, the claimants have chosen to avoid théstpn, by
focusing on whether the user had obtained the sacgpermission to collect the biological specimémbich
were taken from a protected area)
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threatened. As a result, however, cases whichegadly weaker may be filed and stronger
ones not, due solely to the availability or lack agportunity and resources. In some
situations, as noted above, claims which might Hasen more profitably resolved through
private mechanisms reached public media throughmehning ‘word-of-mouth’ campaigns.

b. Punishing the compliant

One concern frequently asserted by source coumtvgrgments, user-country officials and
users relates to the ‘automatic penalty’ on conmglytompanies. Most of the individuals
interviewed indicated that a key tool for locatipgssible misappropriation are the filings of
companies seeking ABS permits, or disclosing thercs of materials used in patented
products. In other words, companies that have naageod faith effort to comply with the

source country’s ABS requirements are easy tarfget&BS claims, where those that have
not done so may be harder to identify, even ifrthiglations are much more seveéfe.

It has been alleged in interviews and other prelary discussions in this study, that certain
companies (not participating in this study) havepdd specific corporate practices under
which they have decided to ignore ABS requiremebtssause those requirements are
generally unenforceable and violations undetectablghile it is possible that some of these
companies’ violations will be detected, this is stdtistically certain. Moreover, given the

issues of legal uncertainty expressed above, twapanies often feel safe in ignoring claims
asserted against them, even where their use ofesaountry GR is known or admitted. One
objective of the second phase of this study wiltdogain a better understanding of corporate
compliance programmes, and corporate approachaséappropriation claims.

B. Results of Claims: Formal Resolution; Claimants " Expectations and
Users’ Reactions

The most problematic element of this analysis eslato the results of claims of

misappropriation of GR, given that many claimsiafermal, and that records of claims, even
in courts are often unavailable to internationadesgchers. Hence, it is not possible to
provide statistical analysis, or systematic coriolhs on the basis of detailed review of the
cases and claims involved. This section drawswalfasic points from the analysis of the
reactions of parties and the results that clainve laghieved to date.

1. Formal resolution of claims

Only a few of the claims analysed or discussechéndourse of this research have yet been
resolved in any final way. Of the claims that haeen resolved —

» most have been resolved ‘by attrition’ — that ise tpatent or permit or other
instrument that was subject of the claim was alb¥eeexpire or not renewed.

= in three instances, an apparently final judiciatisien was entered, however none
of these decisions address the question misapptmpriof genetic resources in any
way?>® In several other cases, a decision was enteréssing some or all of the

54 Similar phenomenon have been seen in the fiembgdorate social responsibility (CSR), where conmthat
have made positive public commitments to promot& @8 more likely to be the targets of publiclyeatsd CSR
complaints for small concerns, than are compartias lave refused to consider CSR, even when tler late
charged with serious violationSee, e.gChristiansen, A.C., “Beyond Petroleum: Can BP B=fN (FNI Report
6/2002, available online from FNI Websiteteitp://www.fni.no/publ/energy.htm)i; Skjaerseth, J.B “Exxon Mobil:
Tiger or Turtle on Social Responsibility? (FNI Repd//2003), available online from FNI Website at
http://www.fni.no/publ/energy.htmnjl

55 As noted, most of the direct claims were resolweder patent law. The deciding body either cormtuithat the
patent was invalid (due to lack of novelty or intre@ step) or allowed it to stand. There is noaleguthority
under patent law to evaluate whether the patermtenal other actions (aside from filing his patengre legal or
not. Hence, misappropriation issues could notdméded in a patent claim.
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claim, after which the claimant indicated the intém appeal the decision or to
continue with the as-yet undecided portions ofdlaén.

* in two public cases, the authority granting a aibe the right to obtain samples,
undertake taxonomic work, or catalogue traditidkradwledge rescinded that right,
however, in all of these instances, the rescissias based on the concern that the
right-holder would transfer the samples or inforioratto others. These are the
primary situations in which misappropriation or guial misappropriation was
clearly the reason underlying the final resolutidthe claim.

= A small number of claims have been resolved thraowggotiations.

It should be noted however, that information on tésolution of public claims (especially

those identified as ‘public outcry,” ‘public disdore,” ‘threatened case/claim,” ‘demand’,
etc.) is sometimes difficult to obtain. Users aften unwilling to say anything fearing to

reopen a dormant issue, and in many cases the mgrimeal points acting on behalf of the
claimants have not been located. Only a few of dlems identified in this study are

specifically know to still be active in courts oriyate negotiations. In some of these,
although private negotiations are officially ‘onggj’ participants indicate that the talks have
basically ceased.

2. Claimants’ reactions

As noted above, there is a relatively high leveluacertainty in asserting a claim of
misappropriation. In addition, claims are gengrgllite costly, whether in money or in the
commitment necessary to assert a claim either fegal through active publicity. These
factors suggest that claimants asserting ABS valatand other related harms are highly
motivated in this endeavour. The range of claimaidientified in this study includes,
governments, indigenous communities, local resgjdahdowners, NGOs, and in a few cases
industrial users complaining against other usefeir motivations and expectations are
another critical factor that must be considerethis analysis.

Leaving aside the claims that are brought undermattionally accepted principles of patent
law, the range of expectations motivating persanagssert claims of misappropriation and
other ABS violations generally include:

= financial motivations — the receipt of an equitabteare of benefits arising from the
use of GR;

= promotion of the interests of traditional and rupabple and source countries with
limited resources;

= promotion of the CBD objective that the benefitanfrutilising genetic resources can
provide a resource base to finance the necesstopsidescribed in the convention,
as well as an incentive to conserve and sustainadgbiological diversity.

The strength of these commitments can often meanctaimants alleging misappropriation
are much less pliant than the types of claimantsmally encountered in commercial
operations. Where they are acting on behalf ofah@ronment, indigenous groups, and
future generations, claimants often feel that camypse is not an option.

3. Users' reactions

In comparing the public claims (Table 1) and thaividual interviews, the most significant
difference is in the level of information availalbégarding users and collectors. The publicly
available information regarding claims is almodtirety offered from the claimants’ point of
view. Where any public information is availablerfr the users regarding a particular claim,
it is usually very brief, and limited in content.
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The individual interviews generally suggest thas thck of public information is based on a
belief that the publicity will diminish more quigklif the user remains silent. In individual
interviews, many representatives of user compameégated that they would rather keep
silent than present evidence of the propriety efrthctions, because they feel that any public
statement will continue the controversy. Similartieir belief that ABS compliance often
makes them a target of claims, more than half ofehinterviewed felt that responding in
good faith to public claims only increases the amiai negative publicity they receive.

As noted earlier, companies indicated that theymaweh more likely to negotiate regarding a
misappropriation claim, before negative publicipstbegun. One incentive for a commercial
company to engage in ABS negotiations arises frleencompany’s expectation that it can
describe the ultimate resolution as “social resfiwlity” in its corporate reports and other

public statements.

One of the most important user reactions to clafmmisappropriation has been a collective
reaction — the desire to develop a generally aeceptandard of behaviour for companies
engaging in bioprospecting and other utilisationgehetic resources. In some cases, these
industry-based endeavours have begun to fill tipeogeated by user countries which have not
adopted “legislative, administrative or policy meies” for benefit sharing. One example of
this is the work of the Japan Bioindustgsociation, in conjunction with the Bio-industry
Division of Japan’s Ministry of Economy, Trade amodustry in the development of
Guidelines on Access to and Benefit sharing of Gemesources® These guidelines are
specifically intended to help eliminate misundendiags leading to claims of
misappropriation. This document offers a concfiesé step toward effective ‘user measures,’
given its provision stating that, if a user, resbhar or collector complies with all of these
guidelines and still encounters claims of misapgedipn, unauthorised access or biopiracy,
the Japanese government will utilise informal aipdodnatic means to seek a solution to the
problem. This assurance of user-country governmasaistance in resolving ABS-related
claims offers real value to the user companies, avay become a primary incentive,
encouraging compliance with these (voluntary) giings.

V. Summary and Conclusion

As noted at the beginning of this article, it woldd inappropriate and unproductive for a
single author or even team of authors to attemmhtracterise any unadjudicated claim as
‘misappropriation’ or ‘unauthorised access’ (or gowother conclusion), based on its own
review. Instead, this study has examined the éxtewhich claims of misappropriation of
genetic resources or unauthorised access have aigktheir relationship to ABS activities
and legislation. This concluding section of thiglgsis begins by summarising the objective
results of the study. It follows with an analysfsthe two primary questions posed by COP
Decision VII-19 — the extent and level of claimsnoisappropriatiort’ Finally, it presents a
brief suggestion of lessons learnt, based on irdition received to date, in terms of direct
strategies for resolution of ABS claims, the impacsuch claims on ABS practice, and the
relevance of this study to the negotiation of titerinational regime.

A. Claims and Cases Reviewed

The claims analysed by this report include formedal proceedings, claims asserted
administratively, and claims asserted informally¢ugh media, direct demand on users and
user governments, and in other ways.) Informationcerning these claims was discerned
through publicly available (primarily electronicf@mnet) sources and through interviews with

56 presented in JBA/JUNU Roundtable on ABS, 11 Mar€®3 Available in Japanese language version at
http://www.meti.go.jp/policy/bio/index.html , and soon to become available in English.
57 Clause E.9(c), as noted at the beginning of #i®nt.
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individuals from government, industrial and comnmrentities, research institutions, NGOs
and groups representing indigenous communities.

Formal Judicial Cases and Decisiongviost of the claims identified through this research
have not been adjudicated. Many will never be. tl@te that have been before the courts,
none has been expressly decided on the basis of ABSdate, no case has been found that
has actually decided issues clarifying the righttled user to utilise genetic resources or
GRTK and/or the right of the source country or gaious group to receive a share of
benefits from that use, primarily because claimatge not attempted to bring actions under
ABS legal theories, which are currently very indéé in legal terms.

Formal Administrative ProcessesRecords of administrative claims have been diffi¢al
acquire, however, in the course of this study, meore individuals from governments,
industry, academic/research institutions, NGOsiadijenous representatives have provided
informal descriptions of their experience with f@anobjections to ABS applications and
permit processes. In general, interviewees inditdhat such claims frequently allege that
the user’s activities constitute a misappropriatidrgenetic resources or GRTK. Many of
these claims may be based on a requirement in nadti@w, which mandates public
consultation, holding that if this law is not corel with correctly, the resulting permission is
not valid. In other cases, the claim alleges thatgovernment negotiators have not exercised
due care in protecting the sovereign rights anggnty interests.

Informal Claims and ResultsThe majority of claims discerned in this study hawt been
formally presented in courts, and many of them hastebeen submitted as formal objections
or interventions in national administrative procertueither. Two informal mechanisms for
asserting claims of misappropriation were primarptigh this study.

Use of news media and other public awareness .todlss study has not been able to
investigate these activities at local levels, bag discussed their use through informal
interviews. In many instances, ‘public disclosuod’ particular activities and more
specific ‘public outcry’ against those activitieave been reviewed and discussed.

Direct demand/requestAnother mechanism has been direct appeal to #ex, u
cataloguer, researcher or other person against whaiaim of misappropriation is
contemplated. Typically, this mechanism is mo$taive when it is not publicised.
Hence, in this analysis most discussion of thisdkof claim has been through
individual interviews. This mechanism is the teased of the mechanisms examined
in this report. It has primarily been used by goweents and indigenous groups, in
cases in which no ABS compliance has occurred, evheme violation of the terms of
ABS permissions has been alleged, or where thexerisunderstanding about whether
ABS and other laws apply to a given activity.

B. Analysis — Extent and level of claims

Given the manner in which information was colle¢tedmerical analysis of the ‘extent’ of
claims is somewnhat difficult, and possibly not protive®® More broadly, reliable
information on the number of ABS Agreements thastear have been negotiated to date is
not available, and it is nearly impossible to detiee how many instances of
commercialisation or other informal use or accessyénetic resources have occuried.
Consequently, even if numerical analyses were plessegarding the number of claims, it

%8 Even where some interim decision or other resast een obtained, it is not clear from review &fltterature,
interviews of parties and other factors, whethetitamhal action or results are expected.

5% Another factor that makes it difficult to gaugeetbenefits and impacts of the results of claimsA®S
compliance is time. In general, with few claims ingvbeen formally asserted, and mostly in the skiwaf
judicial processes (patent agencies), the onlyltseseceived to date have been very recent (byl leg&oning).
Similarly, ABS is a process governed by legislatmm contract law, both of which are relativelyslim change
and in both the ultimate result of such changesgamerally slow to be seen, given that contracts ather
activities must pass through their entire legasexice before their impacts can be fairly evaluated
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would be difficult to convert it into usable stéitts, given the need to relate them to the
frequency and nature of other ABS activities. Canta on the extent of claims must
therefore remain somewhat subjective at this stagfee analysis, although it may be possible
to develop more focused analytical samples in dworsd phase of this study, from which a
limited form of statistical evaluation may be paési

1. Extent

Regarding the extent of claims, several persons teuggested that there are very few
claims®® Upon investigation, this comment is usually addesl at claims asserted in formal
lawsuits before courts, patent agencies and simddres, and as such, tallies with the results
of this study’s inquiry into public claims, of whionly a small number of formal claims were
discerned and, relatively speaking, only a smathiper of informal public claims, as well. In
general, however, the number of informal claims emchplaints that have not been broadly
publicised at national and international levels,vadl as claims asserted through source
country administrative agencies and processes, aapjee be relatively numerous in all
developing countries in which ABS processes arbaiged. It has also been suggested that
the number of claims increases proportionally witle increased awareness of NGOs,
indigenous groups and others with regard to ABSeisand genetic resources.

A significant number of cases and claims examinediscussed in this study involve very
basic disputes — that is, the person or entity ith#the subject of the claim does not believe
that the claim is true or applicable. This suggésat the number of claims may diminish if a
set of objectively determinable standards for AB#npliance (including for determining
when ABS compliance is required) can be agreedtatriational and/or national levels.

2. Level

The level of claims identified in this study raiseew very interesting points. Most notably,
few claims are formally asserted in courts, despiteslatively high level of effort that is
directed toward public disclosure, public outcry anformal challenges. This suggests that
the current lack of specific objective rules, stamid$, definitions and procedures is raising
high levels of concern, while also decreasing &well of certainty among claimants regarding
whether and how their claims will be addresseddayrts and formal processes.

This conclusion is buttressed by the facts disakinethis study. Nearly all formal claims
asserted have chosen to challenge patents and ppfditations, rather than to address ABS
compliance issues. Given that well settled intéonal principles exist with regard to
patents, claimants find it easier to assess thein@es and evaluate whether it is worth the
effort to bring a formal patent claim (as compareith bringing an ABS claim, on which
little or no concrete law exists, and no prior iclaican be used as a basis for evaluation.)

In terms of impact, many corporate representataregsresearchers interviewed indicated that
the impact of an informally asserted claim (througtws, internet, and other media) can have
a very serious impact, which can be very long-liveNegative publicity impacts (being
labelled a ‘biopirate’) are difficult to repair, ew after the company has altered its behaviour.
News stories rarely address such actions, or pmri@m with the same intensity as the
original claim. Although indicating a high poteitimpact of some claims, this point also
raises a concern. Companies which might have b@éng to resolve ABS claims through
benefit-sharing negotiations are less inclinedda®d where claims has been made public.

50 This point is based on discussions of ABS issne8®P-7, including Working Group 1, and the ABS eh
Group meetings throughout that Conference. A wewerecent literature will turn up numerous aggkregarding
the paucity of actual ABS-related claims.
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C. Analysis — Lessons learnt

The ‘lessons learnt’ from this initial analysis asemewhat diverse, and not yet fully
documented, however some key points have becorae ttlat may have relevance for the
resolution of ABS claims and for the internatioregime negotiations.

1. Strategies for resolution of ABS claims

It is not yet possible to consistently or defensibhalyse the interconnection between the
claims asserted and the achievement of ABS obgstivSome common issues and concepts
suggest two possible lessons relating resolvinglaims of misappropriation of genetic
resources.

First, most claims reviewed arise in part from utaiaty about ABS requirements and the
lack of objective standards for determining whetheuser is authorised to utilise genetic
resources. Many users question whether they aponsible under the source country’s ABS
regime at all, given that they obtained ‘accessth® genetic material from a researcher or
other person who was based in the user’s countrigese basic unresolved questions stand at
the centre of many disputes and claims relatingnisappropriation, suggesting that such
claims could be more easily resolved and addrebgewsolving the existing uncertainties,
and developing a set of legally clear, objectivd agplicable standards for evaluating ABS
compliance. While such a standard would be of e/alucourts and other legal cases, its
greatest value would be outside of such processbgre it would enable all parties
(government, industry, and citizens/indigenous pEd{isOs) to know more clearly where
issues and concerns exist that are valid and reled &ddressed and resolved.

Second, it appears that most negotiations betwaeemmercial users and ABS claimants have
been unproductive. Even where negotiations areioggthe parties have been very negative
regarding the prospects for solution. Based os ithitial study, it appears that this lack of

results arises because the two sides of the claroerating on very different levels:

= Most commercial users view ABS as a mechanism ofingercial law. A legal
analysis of its contents (in the CBD, national kwd contracts) indicates its role as a
legal tool that applies in transactions involvingngtic resources from a source
country. Negotiation of ABS claims is seen as amad commercial negotiation.

= By contrast, many claimants alleging misappropmiatf genetic resources may view
ABS as a tool for achieving social and environmeeptpiity, and for ensuring the
rights of future generations to a healthy and lywlally diverse world. Others see
their claims as a way of ensuring that the goventraeABS decisions are taken at
the highest level of fiduciary responsibility — tistewardship of its sovereign rights
in natural and genetic resources protects thegightll citizens, present and future.
Here also, the CBD and ABS-related COP decisiodEate a clear intent that ABS
should operate as an incentive mechanism promatmgervation and sustainable
use of biological resources by promoting equity aghoser and source countries.

Hence, where the user may perceive a particulandi@abe a single negotiation over a single
asset or activity, the claimant may see it as aastone of a much larger social system. This
point is underscored by numerous interviews in Whisers complained about the claimants’
unwillingness to conform to basic standards of camuial negotiations, while claimants
objected to the users’ expectation of a prompt censial compromise of key social issues.
Consequently, it seems important for the discussamd developments relating to ABS and
genetic resource use to move beyond generalitiesifying both sets of issues and
integrating them into a reasonable operating sirect

2. Relevance for the ‘negotiation of an internation  al regime’

Remembering that the international community ithim midst of extended discussions aimed
at negotiation of an international regime on acaasd benefit-sharing under the CBD, it
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seems particularly important to underscore the mammwhich the lessons from this study
can be useful to those negotiations, through foangry ‘lessons’:

Lesson 1: While a full range of policy-related issues aeénlg considered in the negotiations,
in practice, utilisation of genetic resource acéssmgoing. The level of utilisation generally
seems to be cyclical. As recently as 2001, in AHWES-1, industry participants and others
were strongly claiming that bioprospecting and gieneesource utilisation was declining.
Throughout this study, these same groups havedsthte it appears to be increasinghis
suggests that, in addition to addressing overargtpolicy issues in detail, priority could be
given to development of a technical annex, whichresolve confusion, by, for example, re-
stating existing ABS provisions as legally certaimd objective standards, definitions, and
processes.

Lesson 2:1n general, claims of misappropriation and unau#ieo access often proliferate as
a result of uncertainties and basic disagreemdrustavhether it is necessary to comply with
and negotiate regarding ABS requirements, in paeicaddressing the questions regarding
the acquisition of genetic material through a sdeoy transaction (from a researcher,
cataloguer, or collection outside the source cquntr An agreed set of step-by-step
procedures for use at the national level would piewcertainty for both user and provider

regarding whether the use was authorised. Whitéh qarocedures should be adopted at the
national level, the international regime negotia®can address the existing ‘grey areas’
(including the nature of access and the resporigdslof those who have acquired research
and collection rights without acquiring the right tutilise genetic resources'—i.e., by

transfer of samples and research results from tipiagties who may not have acquired the
right to utilise the genetic resources involved.)

Lesson 3: Although many developed countries are addressicgsacto their own genetic
resources, and some have begun to evaluate ‘adratiie and judicial remedies available
[regarding] users under their jurisdictidh,relatively few have adopted aniegislative,
administrative or policy measures, as appropriateith the aim of sharing in a fair
and equitable way ... the benefits arising from tbemercial and other utilization of
genetic resources,’ as required under Article 1%n7concert with measures adopted
in source countries, user-country measures arei@gny necessity in order to enable
ABS to function. Such measures could provide many source of clarification for
source countries in negotiating ABS Agreementsebyeeliminating another of the
source of uncertaintyvhich encourage the public filing, publicisationdanon-public
assertion of claims of misappropriation.

Lesson 4: A significant problem arises out of the perceptibat ABS, in effect ‘penalises’
compliant companies (as more clearly explained amt pV.A.3.b, above). As both a
consequence and indicator of this, it appears tloaresearch that companies which comply
with ABS and other government requirements beamuahnhigher burden of non-patent-law
misappropriation claims coupled with the indusiggction that public outcry and disclosure
eliminate all remaining desire to resolve ABS coaipls. This problem is the lack of real
commercial/practical incentives to encourage ugermply with ABS requirements. The
difficulties for all parties involved in bringinglaims and negotiating their resolution can
never be fully addressed through a command andasystem. The international regime
can best address problems of non-compliance inucatipn with claims of misappropriation
through (stepwise) development of incentive meadaions and objectives that have a real
impact on users.)

51 An issue being addressed under CBD-COP Decisitri®/lat paragraph E.10.e.
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ANNEX 1 — Public Claims Identified (Additional deta il)®

High | AyahuascaBanisteriopsis Ecuador Loren S. Miller; NGOs representing indigenou Formal 1974 — samples collected; No longer
Caa?i(product name ‘Da Inter_ngtional Plant_ interests (ILC,_ QOICA, case/claim 1986 - patent filed; 1999 active
Vine’) Medicine Corporation, Amazon Coalition, CIEL, and — case filed; 2002 — patent
(USA) goa!ltlo?\loéom Amazon expired according to its
egion s.) terms
High | Basmati India RiceTec Inc. (USA) Gov. of IndiAgricultural Formal Product marketed around No longer
and Processed Food Products case/claim the world for many years| active
Export Development Authority No specific collection
(APEDA); and three date; .
individuals representing Indian 1997 — patent filed;
NGOs 2000 — case filed;
2002 — claims withdrawn
High | Cunani And Tipir (product Brazil Conrad Gorinsky, Wapishana (indigenous) Formal Early 1990's — samples | Closed
name: ‘Cunaniol’) researcher (UK); Biolink | community case/claim collected; _
Ltd, Corp. (Canada) 1994-2000 — patents filed
case filed after 2000
High | Endod or ‘soapberry’, Ethiopia University of Toledo International NGOs: ETC Public Outcry | 1964 —sample collection| No longer
Phytolacca dodecandra (USA) Group; Coalition Against 1993 — patent obtained | active
Biopiracy 1993 — initial public
outcry
2001 — patent expired
according to its terms
High | Yellow Bean, including México Larry Proctor, Pblgrs Gov. of México; Int'l Ctr for Formal 1990s — sample collected; pending

52 Note that this table is based on descriptions atetviews. The authors had little ability to reviastual documents relating to these claims. Alliimfation is provided to the best

knowledge of the authors, with blanks indicating &ssan which no information or conflicting informati was found.
% The letter inserted in this column refers to tbefs made in the available documentation of thénel It is not clear whether other TK-related migimay have been asserted that were not
identified in the particular documents availablereview. In many instances, direct use of TK mawlpeimary assertion with GR uses not yet fully known
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varieties ‘Azufrado’ and Inc. (USA) Tropical Agriculture (CIAT); case/claim 1999 — patent granted
‘Mayocoba’ (product name ETC Group (an int'l NGO) 2000 — case filed
‘Enola bean’)
High | Epipedobates Tricolor frog Ecuador US National Institute of | Accién Ecolégica, local NGO G Threatened | 1974 — compound Unresolved
Phyllobates terribilig(active Health; Abbott case isolated
compound - alkaloid 208/210, Laboratories (USA) 1995 and ?? — patents
product names ‘the ABT-594, obtained
‘Epidat’) 1998 — claims publicly
asserted
High | Kalahari HoodiaHoodia Namibia, Council Scientific and SA lawyer acting for the San | G Threatened 1990's — domestic In
gordonii (product name ‘P57')| RSA, Industrial Affairs (Rep. of | People, ILC; Action Aid, local case research in RSA negotiations
Zimbabwe | South Africa) NGO 1995 — patent obtained
Successor corp: Pfizer %ggz _ Eﬁatif:; zcs)lsderte d
Corp.; Phytopharm Corp.
Med | Extremophiles (product names Kenya University of Leicester Gov. of Kenya (Kenya Wildlife] None Threatened 1992 — sample collection| |n
‘IndiAge Neutra’ and (UK); Dr William Grant, | Services) case 2002- commercial negotiations
‘Puradax’) researcher (UK); Genencor product described in
Corp. corporate annual report
High | Macalepidium meyenii Peru Pure World Botanicals; ar[dGov. of Peru (National D Public outcry | No information on date of No
(product name ‘MacaPure,’ and Biotics Research Working Group); Peruvian kind of access/sample | resolution
others) Corporation, (USA) Coalition Against Biopiracy collection; yet
(coalition of local indigenous 2000 and 2001 - patents
and farmer NGOs) issued on two compounds
High | Nap Hal wheat variety used in| India Unilever /Monsanto Corp.| Research Foundation for D Formal No info on date of acces§ Decided
chapati (product name (Multinational, EU patent) | Science, Technology and case/claim (from ex-situcollections); | 2004 patent
‘Galatea’) Ecology (domestic NGO); 1991 patent application | invalidated
Greenpeace (international 2003 patent obtained
NGO) 2004 - claim filed
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High | Neem Tree India W.R. Grace Corp. (USA); RFSTE (India NGO); Green Formal No info on date/type Decided
US Department of Party (EU Parliament); IFOAM case/claim access; 2002
Agriculture 1994 patent granted
claim asserted
2002 patent revoked

high | Pozol (isolated compound: México Quest International Corp.;| International NGOs (Global Discloseure 1990s - access to TK andNo longer

Bacillus subtiliy Univ. Minnesota (USA) Exchange and ETC Group) possible other | GR active
action 1999 — patent granted
2003 — patent expired
Med | General ‘prospecting’ for Brazil Selva Viva (Switzerland), | Gov. of Brazil, through Deputy Formal 1980-1996 Apparently
species or compounds and successor Edvaldo Magalhaes, Acre case/claim (approximately - resolved
(multinational) corp.s — (province) Public interested biological prospecting
Ciba-Geigy, Hoechst, groups, from Acre (including activities commenced
Sandoz, Lilly and Johnson| Roman Catholic Church 1996 — case filed
& Johnson. officials, Indigenous
Missionary Council (CIMI);
and Indigenous Nations Union
(UNI-AC))

High | Swartzia Madagascariensis Zimbabwe Univ. Lausanne Two local NGOs (Community demand 1995 — access through | No longer
(isolated compound (Switzerland) Tech. Dev't Trust; and research agreement active
‘antimicrobial diterpenes’) Zimpabvye Traditional Healers 1999 — patent granted

Ass'n (Zinatha)); and one (USA)

Swiss org (Berne Declaration) )
2003 — patent expired
according to its terms.
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High | TurmericCurcuma longa India Univ. Mississippi Medical | Gov. of India, through Center | D Formal No specific date of access Decided
Centre (USA) for Scientific and InQUstriaI case/claim 1995 — patent granted 1998
Research, Dept. Science & o
Tech. 1996 — claim filed
1998 — patent invalidated
Med | AcaiEuterpe precatoria Amazon (unspecified holders of Accién Ecoldgica D Public Outcryq 2001 — trademark Unresolved
(multiple product nhames such agegion ‘Trademarks in North Or Formal? protected EU and US
‘Acai Power’) America and Europe’) 2002 — US trademark
abandoned
Low | traditional plant medicines Peru AMMA Corporation Coalition against Biopiracy, op D,G Public 1994 — Unresolved
behalf of Suni-Mirano people disclosure of | ethnopharmacological
patent study published
Before 2004 — patent
application
2004 — public statement
Low | AndirobaCarapa guianensis | Amazon (unspecified holders of Various sources, including Public
Aubl. region ‘patents registered in North Amazonlink.org, (Brazilian disclosure of
America, Europe and NGO) patent
Japan.’)
Low | j'Oublie berry (patented Gabon (& University of Wisconsin (Unspecified — countries of G Public 1994-1998 — 4 patents
product name ‘Brazzein’) West Africa | (USA) origin) disclosure of granted
generally) patent 2000 — public statements|
published
Med | Philippine Snail (Conus Philippines Neurex Inc., (US); Univ. | civil society organizations Regulatory | patents granted (US
Magnus, compound known as Philippines - Marine challenge patent numbers 5189,020;

‘SNX 111’)

Science Inst.; and Univ.
Utah

5559,095; and 5587,454
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Med | Unspecified bioactive coral Philippineg Briskdeyer Squibb Government None Formal samples
claim/case obtained/removed
1999 penalties assessed
permit obtained
permit cancelled
Low | CopaibaCopaifera sp Amazon (unspecified holders of Various sources, including D Demand public demonstrations
Region ‘patents [that] have been | Amazonlink.org, (Brazilian
obtained) NGO)
Cupuacurheobroma Amazon (unspecified holders of Various sources, including D Formal
Grandiflorum Region patents in Japan (JapaneseAmazonlink.org, (Brazilian claim/case
trademark number 4126269NGO)
CUPUAGCU) and Europe
(patent request
EP1219698A1 on Cupuagl
oils and chocolate at the
European Patent Office)

Low | JamunSyzygium cuminii India; Cromak Research Inc. Various sources, including various Public [prior to 1999] patents
Karela (bitter melon) (USA) and three Vedana Shiva disclosure of granted (U.S. Patent No.
Momordica charantia Lirand individuals patent 5,900,240)

Brinjal (Indian
aubergine/eggplangolanum
melongena L

Low | Bitter gourd - called 'Bird Thailand G [Patent in the US]
Droppings Gourd' in Thai
(isolated compound ‘MAP-30)

Low | Hom Mali (Jasmine Rice) Thailand U.S. Dept. Agric.; Rice Tec Thai Farmers, lawyers, NGOs| D, G Threatened 1997 — trademark
(product name ‘Jasmati’) (calling for Thai Govt claim/case approved ‘Jasmati’

involvement) Demand 2001 — protests against

USDA research activitieg
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Low | KemukusPiper cubeband Indonesia Shiseido corp., (Japan) A group of igaidsed) D Public Prior to 2000
SambilotoAndrographis NGOs disclosure of
panicurata patents
Low | General collection of seeds Kenya Royal Botanical Garden —| Various local NGOs and others  unspecified ‘Regujator | 1999 — negotiations Resolved
(Millennium Seed Bank Kew challenge opened
Project) 1999 — public concerns
expressed
Low | Nuna Bean Andean Appropriate Engineering D
Region and Manufacturing
Med | Kaw Krew — a protected plant| Thailand Kose Corporation and [government of Thailand?], G [demand?] 2002 - US Patent No. Unresolved
spp. Shiratori Pharmaceutical | BioThai (network of NGOs) Issue in current| 6352685 issued
Co., Ltd, (Japan) round of FTA
negotiations.
Med | Plao-NoiCroton sublyratus Thailand Sankyo Company Limited BioThai G Public 1975 — Research sample
(compound name ‘Plaonotol’; disclosure? collection
product name ‘Kelnac’) 1978 — [patent ‘under the]
World Health
Organisation’???]
Low | Quinoa Andean Univ. Colorado Quinoa Farmers Orgs. of the| D Public Outcry patent; 1998-User
Region Andes, RAFI 1997-claim rights
(Bolivia?) Abandoned
Low | Snakegourd China U.S. Nat. Inst Health; Ngw Public
York Univ. disclosure
Low | Teff Ethiopia & | Soil & Crop (S&C) D Public
Eritrea Improvement B.V., disclosure
Low | General prospecting for Venezuela University ofizh Yanomani People unspecified Public
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species and compounds

disclosure |

Low | Other patents noted Cat's ClaywAmazon Various sources, including Public disclosure of patent
(Uncaria tomentosa), Maca region Amazonlink.org, (Brazilian
(Lepidium meyenii), Sangre de NGO)
Drago (Croton lechleri),
Quebra Pedras (Phyllanthus
niruri), and Wormseed
(Chenopodium ambrosioides) |
Low | Other patents tamarind, haldi,| India Various sources, including

ginger, anar, pepper, amla ha

all been patented.

Vedana Shiva




