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INTRODUCTION

1. In its decision 1X/12, paragraph 11, the Conference of the Parties decided, inter alia, to establish
a group of technical and legal experts to further examine the issue of concepts, terms, working definitions
and sectoral approaches in order to assist the Ad Hoc Open-ended Working Group on Access and
Benefit-sharing in the elaboration and negotiation of the international regime on access and
benefit-sharing.

2. In the same decision, the Conference of the Parties requested the Expert Group to provide legal
and technical advice, including, where appropriate, options and/or scenarios. The terms of reference for
the Group, set out in annex |1 B to the decision, are as follows:

“The Group of Technical Experts will address the following questions:

@) What are the different ways of understanding biological resources, genetic
resources, derivatives and products and what are the implications of each understanding for the
development of the main components of the international regime on access and benefit-sharing,
including in relation to sectoral and subsectoral activities and in relation to commercial and non-
commercial research?

(b) Identify different forms of utilization of genetic resources in relation to sectoral
and subsectoral activities in the context of Article 15, paragraph 7, of the Convention;

(c) Identify and describe sector specific characteristics of access and benefit-sharing
arrangements and to identify the differences, if any, between approaches in sectors;

(d) What are the range of options and approaches for taking these different
characteristics into account and that may bring coherence to access and benefit-sharing related
practices in different sectors?”

3. In paragraph 15 of decision 1X/12, the Conference of the Parties invited Parties, Governments,
international organizations, indigenous and local communities and relevant stakeholders to provide
information and views related to the issues to be addressed by each expert group six weeks prior to the
convening of each group.
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4, Further to that request, notification 2008-104 of 18 August 2008 was sent to Parties,
Governments, international organizations, indigenous and local communities and relevant stakeholders
and a reminder notification was sent on 23 September 2008.

5. The present document provides a compilation of submissions provided by Parties, Governments,
international organizations and relevant stakeholders on concept, terms, working definitions and sectoral
approaches. The contributions have been reproduced in the form and language in which they were
received. In addition, contributions provided in a language other than English have been translated into
English.
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COLOMBIA

NOTIFACION SCBB/SEL/QIVN/GDSAEED
Srupo de Experios Suridicos v Téenicos sobre toncepyos, términos y expresiones, definiciones
funcionaies y enfoques sectoriaias

En respuesta & a solicitud de la Secretania @ traves de fa notificacien SCBO/SEL/ QI VN/GRALES0
Colombia desea remitir pars ia consideracion de los Expertos del Grupo, los siguientes comentarios:

En refagidn con o definicidn de recursos genéticos

1. Uns definicidn de Recursos Geneticos es indispensable para determinar con claridad st dmbito de
tedo régimen de acceso y distribucidn de heneficios derivados de la utilizacion de los mismos, tal
romo io establece ef Convenio de fa Diversidad Biolégica.

2. Esta definicion por lo tanto debe tener cumplir das raquisitos: aj ser sustentabie desde of punto de
vista clentifico, y b} ser aperativa para permitiv la implementacion dal obietivo de asegurar la
distribucidn justa y equitativa de los heneficios a jos paises o comunidades o agenies gue suministran
los recursos gendticos o ins recursos Bloldgicos que fos contienen y que son ohieto de acceso a los
Tecursos genelicos suminiziran-alsccasn-alosracurces gondtican

3. La definicion de “recursos geneticos” sdoptada per fa COB es esencialmente correcta, perc es
necesaria evitar interpretaciones equivotadas que limiten wivgificadamanie o ambito de la CDB ¥
pot o tanto reduzean fas pasibilidades de ia distribucicn de beneficios.

4. Partiendo literalmente de las definiciones de la CDB, ia definicidn es:

Por “recursos genétives" wo entiende el material penético {tode material de origen vepetal, animaj,
micrebians o de otro tipe gue contengs unidades funcionales de ia herenciz) de vaior real o potenciai,

5 En términos pricticos o8 recursos gendticos sen cualquier material hiologico 0 de origen bioidgico,
gue pueda ser reproducide con e fin de aprovechar rasgos genéticos de interés actual o pclencial
5. Este hecho estd claramente expresade en ia definicién de material gendtico de iz DB, La definicion
ssiablece que a) material genético es cualguler material biclopico (vegetal, animal, microbians
wiceablalégien, o de otvo origen; v b} siziipre gue contenga unigades funcinnales de s herencig, que
estos son e fundamental mecanismo nue permite {a reproduccion de los rasgos gendticos de interés
aciwel 0 potencial,

/. Lo que no s posible es ig interprevacion de aue los Recursos Geneticas son exclusivamante fas
unidades funcionales de ja_herencia, Esta interprotaciés reduccionista presenta varios problemas.

Calle 57 Mo, & 80 ConmutaderiET-1] 3325434 www ming
Bogetd, D.C COLOMBIA
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Ministerio de Ambiente, Viviends v Desarroiio Tewritoriai
Dficina de Asuntes internacionales
Repiblica de Colombia

{usisr ¢ Ooew

Desde el punte de viste cientifics podela reducir el amblto a Ins dcidos nucleicos, con o cual se
contradice la expetiencia practica gque muestra que les recursos genéticos, desde tiempos
inrsernoriales son usados v manipulados, independienternente def aistamianto y manipulacion directa
de estos acidos nucleices. S bien tos dcidos nucieios son condicion sine gue fign, estos no son
suficlentes para tener un recurss gandtico.

B. U¢ otra parte, esta interpretacidn reduccienista implicaria que {2 mayoer parte de materiales
geneticas o de materiales bioldgicos gue contienen los recursos gendticos, que normaimente son &s
suministradas come base pars sesta-basedel agrovechamiento de cualquisr propiedad o rasgo
gendético propio de I bladiversidad, quedariaz exciuida de una remunerscion distribucion justa v
equitative de los beneficios derivados del aceeso a los mismos ROY b #Cese vy use, impidiendo i3
apilcacion de los obietivos de {a CDB.

& Los materiales bioldgicas que tiensn unidades de herencia son muy variados y pueden ser
agropvechados a fraves da tecwicas muy diversas: domesticanién y seleccidn ancestral, meloramientc
genética convencional, y procedimientos biotecnoldgiess modernos incigyendo of AN recombinante.
Entre estos materiales estdn: fos organismos completos o partes de é5tos, las semilias, ef polen, las
esporas, ef semen, los Gvulns, los embriones, o5 tejidos, ias céiulas, los Acidus nucieicos, entra otros.

10. Debe precisarse, sin embargo, que eguiparar u homaslogar Recurso Gendtico con Recurse
idgico, en fa practica puede conilever & dificutades para i@ implementacidn de los mecanismos &
strurmsenios pare su utdizatidn, pues por sjemplo, para of caso colombiana, ivs dos tpos de recursos
{Hanetico vy Bioldgice} considaran sistemas de administracion, sistenas regulaterios, instrumentos de
maneic v control 8 ncluss regimernes de oropiedad diferenciales.

11. En este sentido, can la finalidad de conciderar una propuests que permita compatibilizar BG v RB 3
la ver gue manteners las particuiaridades definidas para cada une de ellos, se propone sjustdr la
definicion en Ios siguieatas términos {de tal manera gue se mantienen ias posibiiidades de acceso &
fos recursos genéticos a partiv de los diferentes niveles de organizacdn jerdrouica de la Diversidad
Biologica, 8 12 vez que se reiteran fos elementos considarzdos de patrones de hevencla/beredahitidad
te raspos o propredades gendiicas de interds acfual o potenciail

Recursos Genéticos: “Moiécelas de DNA v BNA sonjuntamente con las propiededes o rasgos
heredables que les son caracteristicos v que poseen valor o utilidad real o potencial”

12 Una definicidn en este sertido se justificaris on la medida en que permite, sin desligarse de los
estableckdo en 8} CDB. acercar of concepto 1Eorico 3 los actuaies avances deo las ciencias, resaivienda
ambighedades entre ganético / bioidgico, v con aplicacion al acceso & los Recursas Genéticos que

pueds deriverse del usu de cuaiquiera de los niveles de arganizacion ierarguicn de la biodiversidad,

Calle 37 Mo & 40 Qonmuiadari57-11 3323434 W I Rambiente gav ca
Bogotd, DG, CCLOMTIA
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Minigteric tho Ambiente, Vivienda ¥ Desarroilo Territorial
Dfiema ce Asuntos infefnacionsies
Repuiblics de Colombia

forgr ¢ Voo

posthifita of use de { legislacion de maners especifica 7 los RS on wualguier contexto fecnoldging
actual o futuro.

13 Una definicion en este sentido puede funcionar y tener aplicacidn en el contexto de jerarquias
bioldgicss, gue pueden entenderse coma niveles diferenciales de aeeeso, siendo aplivable & scoeso 2
RG de pizntas, animales, microorganismos, entendidos en los diferentas miveles de Organizecion
Jerdrguica de i blodiversidad: §i} Cemunidades bidticas {grupos de especias de diversos arganismos
compartiendo una Iocalizacion esgacisl determinada); Gi) Poblaciones {consideradas come grusas de
individuns de una misma espacis ncalizados e ung region determinada, que tenen o capacidad de
reproducirse entre sib i) ingividuos (bien sean def medio silvesire, de pobiaciones domaesticadas o
msntenidos e condicionss ex s/tu); (vl Propdpulos sexuales o asexuaies {incluyendo gamatas sexuaies
aisladas); {v} Grganos o partes de los individues; {vi} Genomas dentro de los individuos [considerande
en las especies animales el genoma nuclear y ¢ genoma mitecondrial; adicionaimeante el genoma
cleroplastal para las especies vegetaius v el genoma extracramoscmal ~pidgsmidos- en las especias
rvicrobianas] {vii} Grupos o familas ce genes dentro de cada tipo de genoms; fvill) Geaes especificos
gue codifican para proteinas de interds; fix} Regiones Génicas determinadas dentro de cada gen.

£n refocion con fa definicidn y considerceidn de ios Fraductos Derivades

14, B objetivo de asegurar unz distribucion justa y equitativa resultante derivades det acceso v ef uso
de ios recursos gendticos, debe inciuir tambidn of uso de los derivados de jos PECUTIOS gendticos, gue
Fesulton obtenidos del metebolismo de los recursos genéticos, en la medida en gque son matesiakes
naturaies, procesados v producitos on virtud del metabolismo de ins diches recursas, an virtud de sus
proplas taracterisicas o propiedades gensticas.

15, Asi as cosas, Er-cenciusion una definicidn operative a0 f contoxto de |z CDB, o5 {2 siguiente:
= B

“Los derivades st {aes sustancias o produrctos natarmies que resuftan del metabolismo de los recursos
gendticos. En ruchos cases el aprovechamiente de los recursas gendticos s¢ realiza preferentemente
a wravés de sus derivados gomas, tintes, ingreciantes activos, moléculas, antioxidantes, enzimas, o
cuaiquier ofrs material no vivg, proveniente naturaimente de la actividas de pa¢ los recursos
gendtices.”

En rafgeidn con s definickan y consideracion de jos Productos Derivados

1€. Ep considerscion 2 los elementos aguf sefialados, —HEairmente: se hace nacesario definir también
el Lérmino Froducie, en ol Ambito de la COS. £ste térming por contraste con los de Recursos Gandticos
¥ Derbvados, que son productos naturales, se cefiera a productes cbtenidos artificialmente con Base en
progesos de investigadidn v desarrollp, y/o & tiavés de la maniptiacion o transformacidn industrial de
€506 recursos gendticos o derivados. Asi, una defirscidn funcional podria consigerar In siguiente:

Uallg 37 No. 840 Coemutador (57 1) 3325434 Wi mingmbiants goves
Bogota D4 COLOMBIA
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Ministeric de Ambiente, Yivienda y Desarrolic Territorial
Oficina de Asunios internacionales
Rapilica de Colombia

“Los praductos son aquelios bienes gue han sido atificiaimente cbitenidos 3 partir dei
use de un recursoc genético, incluyends sy infermacidn penélica, ¢ a partir de un
derivado, incluyendo su informacién molecular”

Comentarias sobire (o5 enfoques sectorigles

17. Coipmbia es uno de ios paises caractorizados por ser megadiverses, sieado 2ste una de ias razones
por jas cuales se ha asignado al Estado fa obfigacién constitucional de pruteger as riguezas naturales
del pais. En este sentido, la biodiversidad colombiana vy la ampiiz oferta tanto de bienes v servicios
ambientales como de recursos biologices v genéticos, se consideran sstratégicos y potenciales pars ls
conservacidn, of aprovechamiente sostenible v coma aspectos prioritarios para la consolidacian gde
procesos de desarrolio local, regional v wacional. Vale 2 pena Hamar l2 atencidn sobre este tema ¥a
Que exste un coste de oportunidad que implics una pérdida para ef pals @ causa de la falta de una
poiitica clara de scceso que se hace evidente en los altos costos de transaceidn impiicita en una flata
de claridad sobre los esquemas Ge accesc a recursos genéricos v Sistribucion de beneficios.

18. Bajo aste contesto, os RG presentan atternstivas viables y de aito potencial, orlentadas hacia Ia
satisfaccian de problemas prioritarios nacicaales en dreas de salud, seguridad afimentariz, produccion
y medin amblente, qua pueden ademés brindar herramientas para e fortalecimianto de {2 gestion
ptblica en aspectos relecionados con caracterizacidn, evaluzcidn, colecte, conservacion ¥ mangjo
sustenible de los recursos penéticos; Recuperacién de s bisdiversidad amenazads por caussas divectas
o indirectas; Biocomertio; Bloprosoecdin; Bioseguridad; Produccidn, ajusie y transferencia del
conocimdente dentifice y tecnoldgico v Derechos de propiedad inteleciual e industsial,

18 Pars o logro de lo anterion 52 requiere adelantar acclones rendientes al fartalecimiento de ia
capacidad institucional con el fin de dar respuesta a los rapidos v permanentas avances que sg
presentan en materia de RG. Se hace por tants necesario contar con un adecuads nivel clentfico ¥
teenoldgico, que con criterios éticos, de sostenibilidad, competitividad v efectividad de ias politicas
pubias para fa protectidn & medic ambiente, sirva como un instrisventc de apoyo pard la
furmulacidn v ejecucion de ias Planes y Programat Naclonales de Desarrofie. En este sentido, la
Politica Nacional de Recursos Gendticos debers ser concertada entre toedas ias institugiones, ¢ sector
privade, académico v de investigacion v las comunidades focales que han desarrgliade conocimientos
tracicionales asociados al sprovechamiento de estos recursas.

20. Los objetivas, lineas de acclon v estrategias de un enfogue multilateral en materia de sccesc & RG
y distribucion de baneficios deben entonces superar las ronsideraciones ambientales ¢ involucran ef
aparalo productivo del psis La capacided de aprovechamienio sostenibia depande 42 {a cadena de
adicion de valor, I ceal estd ronstituida por dderentes sectores econdmicss v productivos v actores
secizles, gue intervienen en distintas stagss del desarrolio do productos v servicios derivados del uso

Calle 27 Mo 840 Conmatagnr{57-1) 3323439 wiviy MNANRIGNR CLvLo
Bogete. D & COLOMBIA
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Ministeric de Ambiente, Vivienda vy Desarrolio Territorial
Oficing de Asuntos Internacionaias
Repiiblica de Solombia

de los RG. La cadena de adicion de valor estd integrada en general por ias actividades de la comunidad
cientifics y scadémica, of sector privade, ef sector publico v Jas comunidades locales. Desde al punto
de vista productivo, esta cadena involucra v conecta fas actividades de distintos ambitos como el
agricels, farmacéutico, agrcindustyia vy cosmatica, con las actividades de investigacidn v conservacidn
de los RG.

21 Fste enfogque responde 2 las metas de interss social v a las {imitantes para iz optimizacion de los
niveles de produccién segdn las tendencias tame nacionales come internacionales de fos mercados i
en aspecios Institucionales, sociales v legates, mediante 12 definicidn de scciones de impacts positivo
sobre el desarrolio socipecondmice, fa competitividad, fs calidad de vida v 2f usa v apravechamiento
sostenible de ia bese do recursos naturales pare la uptimizacion y posicionamiente de las ventajas
comparativas que ofrece of pals.

22. Para estos efectns, los eafogues sectoriaies ssodiades af acceso deberan adelantar accignes en el
maren de las Uneas de Accidn der

e Promooion v conservacitn  in situ v ex site de los RG v Productos Derivados por parte del
sectar poblico v privagde.

e Promocian de la recuperacicn, proteccitn y fomento del Conocimiento Tradicional.

s Fortalecimiento de los sistemas de inventarios y colecciones de los RG v de la capacidad
cientitica sacional asoutata pars incorporaries al Mecanismo de Facitaddn del Convanio
sobre Diversidad Bloidpicn v ef Protocole de Cartagena sobre Seguridad en ia Blotecnalogia.

v Fomentwe a fa capacidad racional para adelantar acciones de Bioprospeccidn sn forma
competitiva,

¢ Promocidn af desarrollo de fa industria nacional con miras af aprovechamiento sostenibia de
los RG a través del fortajecomento de cadenas para la adicion de valor & fos RG v pramacion de
Alianzas Estratégicas utiizands instrumentos de polftica come igs incentivos tributarios y los
programas de responsabilidad social corporativa,

Compiid: GSU OB
AR 0O
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ENGLISH TRANSLATION

SCBD NOTIFICATION SCBD/SEL/OJ/VN/GD/64650
Group of Legal and Technical Experts on Concepts, Terms, Working Definitions and Sectoral
Approaches

In response to the Secretariat’s request through notification SCBD/SEL/OJ/VN/GD/64650, Colombia
wishes to submit the following comments for the Expert Group’s consideration

With regard to the definition of genetic resources

1. A definition of genetic resources is essential to clearly set the scope of any regime on access and
benefit sharing established under the Convention on Biological Diversity.

2. Such a definition must has-te therefore meet two requirements: a) be scientifically sound, and b)
be operational, in order to be able to achieve the objective of ensuring fair and equitable sharing of
benefits by the countries, communities or agents that provide genetic resources or the biological resources

that contain them and through which genetic resources are accessed that-provide—access—to—genetic
resources.

3. The definition of “genetic resources” adopted by the CBD is essentially correct, but it is
necessary to avoid misinterpretations that limit, witheutjustification, the CBD’s scope, thereby reducing
benefit-sharing opportunities.

4. If we take the CBD definitions word for word, according to the definition:
“Genetic resources” are genetic material (any material of plant, animal, microbial or other origin
containing functional units of heredity) of actual or potential value.

5. In practical terms, genetic resources are any biological material, or material of biological origin,
that can be reproduced in order to use genetic traits of actual or potential interest.

6. This fact is clearly expressed in the CBD’s definition of genetic material. The definition
establishes that a) genetic material is any biological material (of plant, animal, microbial, microbiclogical
or other origin); and b) always containing functional units of heredity, which are the basic mechanism for
reproducing genetic traits of actual or potential interest.

7. What is not possible is the interpretation whereby Genetic Resources are exclusively units of
functional heredity. This reductionist interpretation raises a number of problems. Scientifically speaking,
it could reduce the scope to nucleic acids. Such a view is contradicted by practical experience, which
shows that genetic resources have been isolated and manipulated from time immemorial, independently
from the isolation and direct manipulation of said nucleic acids. Although nucleic acids are a sine qua non
condition, they are not sufficient to obtain genetic material.

8. Furthermore, this reductionist interpretation would mean that most genetic material, or biological
material containing genetic resources usually provided as the basis for are-the-basis-ef making use of any
genetic trait or property specific to biodiversity, would be excluded from the fair and equitable sharing
remuneration of benefits arising from access to said materials and their use. This would prevent the
implementation of the CBD’s objectives.

0. There is a variety of biological material containing functional units of heredity and very diverse
techniques can be used to take advantage of said material. The techniques include: domestication and
ancestral selection, conventional genetic enhancement, and modern biotechnology procedures, including
recombinant DNA. The various types of material include: complete organisms or parts thereof, seeds,
pollen, spores, semen, ovules, embryos, tissue, cells, and nucleic acids, among others.
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10. It should be pointed out, however, that likening or equating Genetic Resource (GR) and
Biological Resource (BR) could lead to practical difficulties when it comes to implementing the
mechanisms and instruments designed for their use. For example, in Colombia’s case, each type of
resource (Genetic and Biological) has its own administrative system, regulatory system, handling and
control mechanisms, and even different property regimes.

11. Therefore, in order to consider a proposal that will make it possible to account for GR and BR
while maintaining the defined characteristics of each, we propose to adjust the definition as set out below
(so as to retain the possibility of access to genetic resources through the various levels of hierarchical
organisation of Biological Diversity, while reiterating the elements considered to be patterns of
heredity/inheritability of genetic traits or properties of actual or potential interest):

Genetic Resources: “DNA and RNA molecules, together with the inheritable properties or traits that are
characteristic of them, and that have actual or potential value or use”

12. A definition along those lines is justifiable insofar as it makes it possible, without departing from
the definitions in the CBD, to create a closer match between the technical concept and current scientific
progress, thereby removing genetic/biological ambiguities. This would apply to access to Genetic
Resources that can be derived from the use of any level of the hierarchical organisation of biodiversity. It
also makes it possible to use legislation specifically for GR in any current or future technological context.

13. Such a definition could work and be applied in the context of biological hierarchies, which can be
seen as different levels of access, applicable to access to the GR of plants, animals and micro-organisms
belonging to the various levels of hierarchical organisation of biodiversity: (i) Biotic communities (groups
of species of various organisms that share a specific, defined location); (ii) Populations (considered to be
groups of individuals of a same species located in a given region, that have the capacity to reproduce
among themselves); (iii) Individuals (either in the wild, as part of domesticated populations, or
maintained in ex situ conditions); (iv) Sexual or asexual propagules (including isolated sexual gametes);
(v) Organs or parts of individuals; (vi) Genomes within individuals (taking into consideration the nuclear
genome and mitochondrial genome for animal species, as well as the chloroplast genome for plant species
and extrachromosomal genome —plasmids— for microbial species); (vii) Groups or families of genes
within each type of genome; (viii) specific genes codified for proteins of interest; (ix) Given genic regions
within each gene.

With regard to the definition and consideration of derivatives

14. The objective of ensuring the fair and equitable sharing of benefits arising derived from access to
and the use of genetic resources must also include the use of derivatives of genetic resources obtained that
result from the metabolism of genetic resources, insofar as they are natural materials, processed and
produced by the metabolism of said resources, in accordance with their own genetic properties or
characteristics.

15. Given this, ir-coenclusion a definition that would work within the context of the CBD would read
as follows:

“Derivatives are the substances or products arising from the genetic resources’ metabolism. In many
cases, the use of genetic resources first takes place through their derivatives: gums, dyes, active
ingredients, molecules, antioxidants, enzymes or any other non-living material generated naturally by the
activity of the genetic resources.

With regard to the definition and consideration of Derivative Products

16. Given the points raised here, firatly, it is also necessary to define the term Product within the
context of the CBD. As opposed to Genetic Resources and Derivatives, which are natural substances,
Products in this sense are products that are obtained artificially, based on research and development, or

/...
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through the industrial processing or manipulation of said genetic resources or derivatives. A working
definition could therefore be:

“Products are goods that have been obtained artificially, based on the use of a genetic resource, including
its genetic information, or based on a derivative, including its molecular information.”

Comments on the sector approaches

17. Colombia has the characteristic of being a megadiverse country, which is why the state has been
given the constitutional obligation to protect the country’s natural wealth. In this respect, Colombian
biodiversity and the vast supply of environmental goods and services, as well as genetic and biological
resources, are seen as being strategic, as having the potential for conservation and sustainable use, and as
being priority aspects for consolidating national, regional and local development processes. It is worth
drawing attention to this issue, seeing as there are opportunity costs that represent a loss for the country
due to a clear policy for access. This is evident in the high transaction costs linked to a lack of clarity with
regard to regimes for access to genetic resources and sharing of benefits.

18. In this context, GR are viable alternatives that show great potential for solving national priority
issues in the areas of health care, food safety, production and the environments. They can furthermore
provide tools for strengthening public administration of aspects linked to characterisation, evaluation,
collection, conservation and sustainable management of genetic resources; recovering biodiversity under
direct or indirect threat; Biotrade; Bioprospecting, Biosafety; Production; the adaptation and transfer of
scientific and technological knowledge, and intellectual and industrial property rights.

19. Achieving the above will require action aimed at strengthening institutional capacity so as to deal
with rapid and permanent advances with regard to GR. It is therefore necessary to have a proper level
science and technology that, in conjunction with ethical criteria for sustainability, competitiveness, and
efficient public policies for environmental protection, can be used as a tool to support the creation and
implementation of National Development Plans and Programs. The National Policy for Genetic
Resources must therefore be a concerted effort by all institutions, the private sector, the academic and
research sectors, and local communities that have developed traditional knowledge associated with the
use of said resources.

20. The objectives, lines of action and strategies of a multilateral approach to GR access and benefit
sharing must consequently go beyond environmental considerations and involve the country’s production
apparatus. The capacity for sustainable use depends on the value-added chain, which is composed of
various economic and production sectors, as well as social stakeholders, which are involved in the various
steps of develop of products and services derived from the use of GR. The value added chain generally
includes activities by the scientific and research sector, the private sector, the public sector and local
communities. From the perspective of production, this chain involves and connects activities in different
areas, such as agriculture, pharmaceuticals, agri-food and cosmetics, with GR research and conservation
activities.

21. This approach meets social interest goals, with limitations on optimizing levels of production
imposed by both national and international market trends, as well as by institutional, social and legal
aspects through the definition of actions with a positive impact on socioeconomic development,
competitiveness, quality of life, and the sustainable use of the natural resource base to optimize and
position the country’s comparative advantages.

22. To this end, the sector approaches linked to access must involve steps, as part of the Lines of
Action, aimed at:
e In situ and ex situ conservation of GR, Derivatives and Products by the public and private
sectors;
e Fostering the recovery, protection and promotion of Traditional Knowledge;
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e Strengthening GR inventory systems and collections, and strengthening associated scientific
knowledge, to include them in the Convention on Biological Diversity’s clearing-house
Mechanism, as well as the Cartagena Protocol on Biosafety;

e Building national capacity to carry out competitive bioprospecting activities;

e Promoting the development of national industry with a view to sustainable use of GR by
strengthening value-added chains for GR, and fostering strategic alliances through policy
instruments, such as tax incentives and corporate social responsibility programmes.
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EUROPEAN COMMUNITY AND ITS MEMBER STATES

EU submission in response to Notification 2008-104 to the ABS Group of Legal and Technical
Experts on Concepts, Terms, Working Definitions and Sectoral Approaches - Windhuk 2-5
December 2008

I- GENERAL COMMENTS

Article 2 of the CBD defines “biological resources” as meluding “genefic resouwrces, crgamsms or parts thereof,
populations, or any other biotie component of scosystems with actal or potentizl vse or value for humaraty”. “Genatic
material” 15 defived as “any material of plant, anrmal. mucrobial or other origin contanung fimetional units of heredity”,
whule “zenstic resources” are defived as “genstic materizl of actual or potential valua™.

Followang from thess defimitions genetic resources ate a subset of biological rasomces and gepetic matennal. As such, all
hiological resources could contain a genetic resouoce. What distingmshes gevstrc 1esources 15 that they are matenial of
plant, apdmal, mierobial or other origm contaimng fimetional wnits of heradity of actual or potential walue In this regard,
thera saams to be a common undsrstanding of the Parties that they do not wish ap interpational remime to cover biologieal
resources in the sense of bulk conunodities, swch as tmber.

There 15 a doversity of mterpretation of genstic resouaces. Given the context of Articls 13, most of these Interpretations
foeus on uhlization whether that 15 the “infended uhlization™ of a zenetic resource or fypical nalization actrvities that
result in capturmg the real or potential value of geretic resowrces

Genstie resources are vzed in a variety of duffarent ways m different sectors. However, it 15 quite difficult to establish
strict boundaries among differant (economac) sectors using genetic resources as defined by the CDB. Pharmaceutizal
mdustrias, plant breeding apd awmsl breeding sectors, cosmetics and perfumes compames, food production and
processivg firms, bave besn rdentified as miam uwsers groups. The “bioteckeolozical sector” 1z more difficult fo
chatacterize. Some bioteckrelogy companies are invelved in bio prospecting activittes. Other brotechnelogy companies
are best characterized as providers of genetic resomrces or gewetre material for a diversity of econonue activites and may
thus resemble more what 15 commoaly referred to as “Intermedianies™.

Fasearch actrvities mnst be considered with particular attention. The research sactor, iwchuding biodiversity research, and
resaarch on genefic 1esources, plays a key role i developing cnitical knowledze for the effective implementation of the
CED and the achievement of itz three obyectrves. In that respact the EUV wants to vnderscore the sminent importanca of
simplified access to ganetic resources for now-commercial ressarch while recogmzing that steps to clearly identify non-
comrnereial Intent 1z important for generating confidenee and frust with providers of zepetie resonres.

It 15 crtical that the mternationsl ABS regime prowides the flembility to accommodate differences 1 the cument or future
utilization of genetie resources n and betwaen diffevent nser groups. If thes 15 pot achreved, the mtemational ABS regime
risks preventing poteatial users from seeking access to genetic resources that fall within the scope of the International
ABS regime. Thiz would nun covmter to the CBD, = objectives and provisions relevant to access and banefit-sharing.

One important option for taking mto account different charactenstics of zroups or sectors utilizing gepefic resources
while dissemunating best practices m ABS across sectors is the development of sectoral modal clauses for potential
mwelnsion 1o Matertal Transfer Amresments. Such optioval modal clavses could enhance legal certainty for both providars
and vzers of zenetis resowrces and support the far and squitable sharing of benefits anzng.
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II. SPECIFIC COMMENTS ON THE TERMS OF REFERENCE OF THE TECHNICAL EXPERT GROUF

What are the different ways of understanding biolegical resources, genefic resources, derivatives and products
and what are the implications of each understanding for the development of the main components of the
mternational regime on access and benefit-zharng, including in relation to zectoral and subsectoral activifies and
in relation to commercial and non-commercial research?

Genetic resource | buolozical resources

Arficle 2 of the CBD defines “hological resowrces” as meluding “gewstic resocuwgces, orgamisios or parts  thereof,
populations, or any other biotrs component of scosystems with actal or potentizl vss or value for humaraty”. “Genatie
roaterial” 15 defived as “any material of plant, anrmal, mucrobial or other ongn coptamury finctions] wnits of heredity”,
whule “zenstic resources” are defined as “genstic matenzl of actual or potential valua™.

It follows that genefic resowrces are a subset of hiclogical resources apd gepetic material As such, all biological
resources could contamm a genetic resovree. What distinmnshes menefic resources 15 that they are matenal of plant, sl
roicrobial or other origm contamarg funetional units of heredity of acal or potential value.

In addstion, Articles 15010 and (2) recozuse the ab:hty fo Parfies to deternune access to genetic resowrces whils requiring
them to endeavour to facilitate access for envircumentally soumd wses. In addition, Article 13 (T) requires Partiss to fake
appropriate measures with the “aim of sharing in a fawr apd equitable way the resnlts of research and development and
the bepefits ansing from the conumercial and other utihisation of gewstic resowrces with the Contracting party providing
such a resource. ", Article 153{6) also refers to scientific research based on zevetic resources.

The actual oo potential value of genetic resources is therefore determuned by the potantial for utilisation, e, it is their use
of the fimetonal vwats of heredity whrch wall distingnish them from genetic material or biclogical resources.

Various mferpratations of zenstic resources have besn put forward by commentators'. Given the context of Article 15,
roost of these mmferpratations focus o utilizaton, whether that 15 the mtended utilization of a gevstic resomrce or typical
utilisation activities that result in capturing the real or potential value of gevstic resources.

Dervatives and Products

The CBD doss not melade a definrtion of the terms “producis™ por of “derrvatives” 1o relation to Araicle 13 The terms
are usad in the Boon Guidelines in the confest of Mutmally Azreed Terms (MAT). As such, the EU recogmizes that nsers
and providers will deternume whether and to what extent “derrvatives” or “products™ will be covered by benefit-sharing
arrangements established oo mmiually agreed terms. Mindful of Artrele 19020, the EU maintains that “dervatives™ ar
“products” should remare cutside the scope of any additioral and more specified mternational ebligations establizked by
an iztemational ABS regimes,

Imephicatiors for {a) sectoral approachss and (b) commencial'non-ronunereal research

As fas as the dafimtion of zenefic 1esources are concerped it will be pecessary fo examine how genstic resources are
wsed within different sectors. In foensing on sperific nses wathin different sectors/sroups of wsers, it may be sasier fo
distil which activittes would constitute a “ntilization of functional vmits of heredity” of zevetic resouees, as comparad to
the w2 of biologieal resovness as a commadity.

As regards research on genetic resoueas, distnzmsling between non-conuvercial research and other research actiates
seemms to present sinular 1ssues. The diffsrence ssems to lie at the pupose of the reseach activity, rather than i the
chatacter of the research activity as such In view of thes, there may be a need to clesely examine how access is zramted
for the two activittes and the panwe of the bepefit sharing, rather than the inclusion of the activity within the infernational
regime as such. It 15 therefore necessary to 1dentify practical spd meamuvgfl steps for distinguishes pow-commercial
research from other, imclnding commercial, nzes of gemetie resoueces and for enswring that simplified access procedures
for non-comumercial research are established but will not be abuszed.

1 Wadagilia and Silva, “Addressing the Problems of Access: Protecting Sowces, While Givmg Users
Certainty”, IUCH EFLP 67/] discusses these mterpratations m mere dapth,
- Beomn Guidelines, paragraphs 36 and 44{f)(x)
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As far as dervatives and products a1e concemed, these shonld be addressed 1n the confext of mamally agreed terms.
Prowiders and users pegotiating mutually agreed terms might benefit from loosely 1dentified “typical™ derivatrves and
prodacts anzing from different sectoral actrvities. It would also raize the lavel of infonmation avallable o providers of
genetic resourees and thereby support levelling the playing field in negetiztions on nuanually agread tarms.

As regards steps to disanzuish between non-commercizl resesrch and other resesrch activines, discussions should mmelude
the followmg poants - the appropriate classification of research depending on itz varving form and objective; steps to
ensmre that oblizatons are paszad on to subsequent usars (sse 1a example of the Internatiomal Plaxt Exchargze Matwork
IPEM Arnex & or the Standard Material Transfor Azresment under the Inferpational Treaty oo Plavt Genetic Basorces
for Food and Agneultme); steps that address potential chapges m ipfent by non-commesrcial users, mclnding through
rdentification of clear referance points for changes in mient, among other.

Identify and describe zector specific characteriztics of aceess and bepefit-sharing arrangements and to identify the
differences, if any, between approache: in sectors

Thes zection provides an overview of the main charactensties, different forms of uilization, as well as different ARS
armanzements of a szlected number of sectors, taking into account the following thres questiors ratsed 1 the terms of
references of the techmes] expeart zroup:

o Identification of stakeboldars dealing with genstic resources and their marn industial characteristics;

o [dentfication of different forms of unlizatiow of gepetic resouwrces in relation to sectoral and subsectoral
activitias in the context of Article 13, paragraph 7, of the Cowvention:

o [dentfication and descnption of sector spectfic characteristics of access and benefit-sharing arrangements and
to identify the differences, if amv, between approaches in sectors:

1. Pharmacentical industry

Purpoze and main characteriztics:
Production and marketing of medicmal products

The phamacentical sector iz charactensed by a sreat diversity of products'dmgs, technologies and markets. A sigrificat
part of the pharmaceutieal sector’s fwmover 1= twvested 1o research and development (F&D). In the interests of reducing
reszarch mmvestments and product development tme, the pharmacentcal mdustry relyles beavily oo lugh technologzies,
such a3 combipatorial chemestry and computer-based druz desiza, based oo pre-procassed alectromic data vather than
plant material or sinular.

Main forms of utilization of senetic resources:

To meet an mereasing demand for new products to address a range of illnesses, the pharmacentical industry 15 ope of the
most research mmtensive mdustes 1o the world Genetic resources have been an important component of that ressarch
wiark. This research work can be charactenized m two phases: dmug discovery and dmg development. Genstic resources
contribate m a range of ways to drug discovery.

In the Holm-Muller, Bicherzhazen and Tauber stady of users of genstic resources 1n Germany, the phamacentical zactor

responses indicated that the majortty of 1ts uses for genetic resources were for development for marketable products,
followed by research and development for mtermediay prapeses and ressarch praposes3.

Tvpical acquisitions of senetic resources:

The sector crgamzation is characterised by multiple partnershrps with small and medinm-sized hictachnolozy compames.
These compames play a laading role mn the idantification of actree ingredients. Phamacentical companies get access fo

* Holm-Muller, Richerzhagen and Tauber, “Users of Genetic Resourcas in Germany. Awareness, participation
and Positions regarding the Convention on Biclogical Diversity”, BN-Sknpten 126, 2005, p. 26,
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genetic material through fhes type of partmership and certam collaborations with research 1 provider countries, and more
particulaly thosze related to ee-situ collectons.

Few pharmaceutical companres exzage In bioprospecting activittes m provider counsies for the acquisthion of m-zite
geaetic resource’material. In those cases where phanmaceutical companres undertake w-situ Woprospecting activities,
thera zeems fo be an mereasmg use of local partper mstitutions that take on responsibility for obtamng the required
approvals apd permuts. This 13 ove element of an increasing use of partperships fo gam and seoure lezal access in
accordanes with vafional legal requirsments. These long term parmershaps with bodies 1n provider countrias seem fo
provide a more stable famework for access and benefit shanng arrapgementsd.

In terms of benefit sharmg, a packaze of monstary and non-mopetary benefits 15 standard practree®. As mary agreements
are confidential, it 13 difficult to provide an acovrate gude for morstary benefits, Mamy will mvolve rovalty peviments,
combmed with certar nulestones payments. Mon-mepetary berefits conld mnclude capacity bwlding 1n the form of
wiormation shanng, taimng as well as establishing apd developing scievtific and teckmical faciliies mn provider
conniries. These capacity bulding benefits often foam part of partnership anangements.

In practice it can be noted that thera iz hitle stapdardization of tansactons. The mdustry 15 characterized by a web of
agreements rather than just ove azresment, as well as increasmz use of phased agresments. In these cazes, there may be
an 1mitial research agrsement wlich 15 followed by a commercial agreement whers the rasearch mdicates potential
produets. In this way, the potantial benefits can be more realistically agreed mn light of advarced information on potential
far development.

There 15 increasing evidence of pharmacentical mdustry inferest and engagement 1 ABS 155ues. In 2006 the Intemational
Federation of Phamacevtical Mamufachwes and Associations (IEMPA) agreed “Oundeliees for [FPMA members oo
access to genetic resources and equitable shanng of berefits ansing cut of thewr vhhsation™8. The Gudeline’s ohjective
refers to supporting a positive approach fo CBDY noplementaton, whele providing an outhine of industy best practice.

5

1. Biotechnology
Purpose and main characteriztics:

Biotechnology 1= a cross-zectoral fechnology providing tools and sohatrons n varous fields of ressarch as well as for the
maprovement of processas to be used by vanous indusities, ez pharmacentical and seed mdusties as mest common
partmers, but also used i a wider context such as chemueal engineering, mformation tecknolosy or ervirommental
remadiation

The biotechnology ssctor 15 characterized by s varnety of activifies, thus acting both as a user and provider of gevetnc
resources. Biotechnelogy ndustries span a range of sectors but are mnportant features within the pharmacevtical and
agricultural sacfors.

Main forms of utilization of genstic resources:

The pharmaceutical mwdustny contamms the largest sagment of biotechnology and its techmiques are increasingly used 1o the
ressarch procedures descmibe above. The second largest sepment of iotechnology 1= fourd in the agneultural sector.
Biotechnology 15 speeding up the process of both dmg development and development of pew vaneties of coops and
breads. In the sead mdustry, ez biotechnology processes ave applied to nuprove plants, v parfienlar the major cvop
vanaties. [n partroular, thew are used for the acowate selection and delrvery of desired charactenistics, fo transfer Zenes
from cve species to ancther to remove vndesiable charactenstics, such as allergemic and tosae compounds, and teo
produce varieties, e g. with better performance and snhanced environmertal adaptation

Biotechnology compames are largely ivolved 1n the development of products and processes mn a vanety of sub sectors,
welndiwg chemacals, pulp and paper, textiles, food, emvironmental technologies (ez disposal of waste and
bioremedistion) and energy. The mdustry 15 heawily 1eliant of the nse of erzymes, many of which are derived fom
meTo-organisms, n order fo catalvse and spesd uwp baological processzes. For example, v envirommental teckrologies,

* See in particular, Sarah Laird and Rachel Wynberz in “Access and benefit sharing amrangements in existing
sectors”, UNEP/CBDVWG-ABS/6TNF/4/Fev 1, p. 30, paragraph 16

* Sarah Laird and Fachel Winbers | “Access and benefit sharing simangements in existing sectars™, p. 23.

% See hitpe/www.ifpma org Tssues/CBD
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hioremediation systems are based on the degradabion fmctions of puerc-orgamesmsT. In partieular, thera has besn
meoreasing mterest within the brotechnology mdustry m micto-crgamsms for exframe epviromments, a5 they may provide
novel and valusble charactensties that can wnthstand keat or cold or tome environmerts, which can be uhlized within
mdustrial processes. As such, thas sector is hkely to continue to rely on genetic resources found 1n-sim, on farm as well as
meaterial i existing collections &

Tvpical acquisition of senetic resonrces:

Biotechnology indusfries acquire thelr pemetic resounces from ex-zim sowress and ietermedizries (catalogues, zene banks,
certified centes). Some 1are excepilons engage In-sifu achvities, Given the diversity within this sector, there 15 again
hittle standardization of transactions and nmltple forms of amangements and confracts.

The establishment of partnershups 15 one way of avanzing fravsactions within thes sector, with both movetary and non-
rooretary benefit sharing provizions. For exampls, the Novozvmes and Derversa agresment with the Keryan Wildlife
Sarvice and Inftermational Centre for Insect Physiclogy and Eeclegy meludes nmweing rovalties on amy commercial
product devaloped (the rate of whech 15 confidential), plus an npfront paviment, a huop sum for the costs of collection and
laboratory work and nulestons payments, as well as establishiment of a mucrobial discovery laboratory,and matenals for
sereening apd traming?. In terms of rovalaes, Land and Wwnbers mdicats the ramge of rovalty payments for the
mdustrial epzyme sector 15 lowar than for the pharmacentical given 1ts lower profit margm approsmately 0.5-2%10.

3. Asricultural sector

a. Plant Genetic Resources for Food and Agnienliure (PGEFA, incl. Plant
Breeding Sector and Horticulture)

Compamtes mvolved in the production of new vanstis: of plapts are duectly concsrned by the use of zenetic resovrces.
An naportant part of the B&D 1w thus sector is fnanced jomtly by public ressarch and private wvestoeats, The seed
sector 15 manly dependant on ex-zitu collechons. A great part of the genstic matenal 15 acgured via infermed:aries,
through gene berks apd botame gardens cr'and usipg their own collactions. Some companies have vndertaken cortain
bio-prospecting activities m developing coumtnes m order to obtam wild genetic resourees. But thesa in-zite acfrvitias in
provider conptries are manginal compared to the rest of the plant breeding activity. Plaxt breeding mmdustry consists in
general of multiple of crosses of pre-smishng vaneties which themsalves have been by nsing different gentic resourcas.
Thms, it 1= difficult to make a distinetion between the mutial penetic resource apd the fimal pew vanety. In the whole
process to obtain of a pew wvanetv, the breeder 1z nsing different sownces of genetic resowrces, malking it wirmally
mapessible to 1dentify the preciza conmbubion of each of them.

The plant breeding mdustry 15 charactenzed by fies access for breeding prapose to any improved and protected matenal.
It established rales for benefit—sharmg according to the provizions of the Intermational Umon for the Protection of Newr
Varieties of Plants (UPOWV).

In 2004, the FAQ Infemmational Treaty oo Plant Gepedic Besoaces for Food and Agneulows (ITPGEFA), negotiated in
harmeny with the CBD, kas entered mto force and freed commnen mmles for access and benefit shanivg for plant zevetic
rezources of 64 plant species | gevera of cmacial mportarce for food and agriculture. Genetic resouwrces of these 82 plant
species’zenera which are under the manzgement and confrol of the Confracting Parties and in the public domam are
meluded 1o the Multlateral System astablished under the [TPGEFA They are freely accessible for the purpose of
utilization and conservation for taining, 1essarch and breeding for food and agriecultre with the exemption of non-
food/feed wses. In the case of commercizlizafion of a product meorporating plant panedic resources for food amd
agrieulture (PGREA) accessed from the Multlateral Svstem, the reciprent azrees to share the new product with others for
fiarther research and breeding Where there 15 a condition lnuting fiarther use to research and breeding only, the recipient
ot pay & percentage of the zales of any commercialized product mnto a common fied to support the conssrvation of
genetic resources and finther development of agrieulfura.

" Ten Kate and Laird, “Commercizl Uses of Biodiversity™, p229

¥ Laird and Wimberz, “Access and benefit sharing amangements in existing sectors” UNEF/CBDWG-
ABS/GINF/4FRev 1, p. 8.

* Laird and Wvnberg, “CBD Technical Series o, 38 “ABS in Practice: Trends in Parmerships Across Sectors”,
p 57

" Laird and Wynberg, “The Commereial Use of Biediversity”, UNEF/CBDVABS/4/INF 5, p.28.
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The Govermng Body of the [TPGEFA apd the FAQD Comnussion on Genetie Resowrces for Food and Amneulhae are
firther considering access and benefit-sharing 1zsues mn relaton to PGEFA of plant species and genera as well as non-
food/'non-feed uses not 1nclnded in the MLS under the [TPGEFA.

b. Animal Genetic Besources for Food and Agriculture (AnGRFA, incl. Animal
Breeding Sector)

The ENT zector of farm ammal penesic resovrces is very diverse:

A lmuted munber of species are used for food and agnculhare preduction, most of them is represanted by
many populations (breeds). Gerefic varaton between bresds iz as kagh as within breeds; sxistence of
varlation betwesn mdrviduals within breed ensbles selection and zevstic progress. In many encumstances
breeds are overlapping and cammot be claarly disseciated from each other. In mary cases the ongm of bread
camnot be clearly defived Wild relatgves are almost nof vsed 1o animal leedmg,

Breads are claszified as local (kept in one counfry only), transhoundary regiopal (kept In several countries
i one region only) and transhoundary infemational (commen worldwide). Modem high input infernational
braeds have major contnbution to conmmersial food production

The msponity of local and remionsl bieeds are salject to local and'or nationsl lieedmg, undsriaken by
farmers or groups of faymers'cooperatives. The infernational breeds are subject to mtensive sslection
progranuees and e devalopimg dvnamiecslly. Then breeding programmes are usually mm by breedars
aszoclations, fanmers’ co-operatrves and private (nternatioeal) companias,

AnGR are privately cwned (by fammers or by breeding companies) and are subject to private fransaction
praciices. AnGE kept by pastoral people mught be collectreely owped with customary law muding
exchange of lrvestock. Public gene banks are wary rare, end have been established foo cowssvation
purpeses, 5o have no role n exchange of AnGE. (in contrast to PGE).

A spmficant mtemational frade (o the form of semen, embrvos or live ammals for repreduction) 13
zenarally limuted to mtemational bresds or commmercial lives. The gere flow essernially takes place
between developed counties; there 15 3 growang mmportance of the flow of ighly parfomung breads fom
devaloped to developinz covmtries. There 13 cumently herdly amy gene flow from local breeds fo
commercizl breeds. The use of wild relafives 1z almost neglimble for fam animal gevetic resources.

The current legal forms of AnGE. exchavnges and vhlisatiors are the following:

=}

The possibality to attach IPFs to newr annmal breeds or lines 1z limted wesrldwide (impossible i Ewrope,
while poultry lzes can for example be protected 1o the US), but patent for iotechnological inventions
bazed on AnGE. can now be obtamed almost worldwida11;

With regard to animal breeding, the flows of genetic resources take the form of semen or breadivg males
sales or embryes or live anmmals for reproduction purposes, withont any resfriction on potental farther
1ses as a genefic resowree (such as breeding, hictechnolozy wventions. ) ;

Commercial frade of AnGE 15 sabject to an establizhed remalatory framewok (EU - zooteckmcal
lemslation). These harmorized pretples are directed to ensuve fee frade of breeding animals and therr
genstic material, sustarmabilty of bresding programme: and pressrvation of gepetic resowrces. For
example, harmonizad cextificates st for intra-Commmmity frade of breeding animals, semen and embryos
with detarled mfermation on the origm and genefic values.

With regard to research exchanses of AnGE are genemlly covared by classical scientific cooperation
contracts (where each party keeps the property of its mputs mn the project and where they share the
scientific results, publication and potential [PR<).

" Including the EU according to the Directive 98/44/EC on the legal protection of bistechnelogical imventions.
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The FAQ Global Plan of Action for Annmal Genetic Besoaces provides a technical ard operatiopal framewok for
assisting eountries in particular in the development of national strategies for the management of ammal gerstic resources,
and supporting effective action o the sustamable intensification, conservation, charactenzation apd access to AnGRs
The FAD Conuwszsion on Genetic Fesources for Food and Asnenliue (CGRFA), bemg the most relevant foruam for farm
ammal genetic resources stakebolders and issues, addresses access and benefit-sharmg for AMGEFA as part of its
MyPoW .

The FAQ Comnussion on Geretic Besources for Food and Arnenlnoe (CGEFA) also addressas, as part of itz MyPoW
access and benefit-sharing for aguatic ganetic resouaces for food and fishenes forest genefic resoimeas and gemetic
resources of nuero-orgamsms and invertebrates for food and agriculture.
4. Frasrance and cosmetics
Purpasze:

Markatable products for natural parsonal care.

Main forms of utilization of senetic resources:

The patwal personal care industry increasmgly seeks raw material for product development. Genete resomrces are uzed
e relstion to extraction, idectification and svothesis of pew compounds. Bofanicals, manne crgamisms and witamins
provide actrve cormpoumds that can comtiibuta to a produets efficacy and replace petrochermeals and synthetic inzradients.
Mevartheless, most of the fragepce and cosmetic indushy 15 based on the use of ological matenial and prodacts, whech
are exchangzed according to trade mles principles.

Typical acquizition of genetic resources:

The “patwral” characteniztic of the products 15 a major asset mn sales. For this reason, the fragrance snd cosmetic sector 1=
deperdent oo reputstion and image to gam maket shaves. Ewen if most of thew activity 15 not subpect to ABS
negoiations, the fragrance and cosmetic sectors ask for lagal cextamnty for thewr actrvifies.

As a result, the nahwal personal care mwdustry and botanicals seems to develop busimess partmerships with then supplisrs
and they Lk the bevefits mors fo the supply of the raw matenals, for example by paying premuwm prices awd capacity
tulding through job creation provision of equipment and traming to enhance the supply system Agam, there 15 mrowing
evidence that some compames Interest mn corporate responsthility to mest conswmers growing demands for ethucal
goods12. The case stady of Aveda's sourcing partnerships in Western Australia for Sandalweooed 15 a zoed example of an
enhapred corporata responsthility parimershep!.

5. Non-commercial research and other research activities

Purpose:

Brodiversity research, including research on gerstic resoumces, plavs a kev role 1 developing cintical knowledze for the
effective implementation of the CBD and the acluevement of ifs three ohjectives. In that respect the EU wants fo
uederscore the eminent importapee of sumplified access to zepedlc resoiaces for non-commercial research (such as
tamonomie wok), while recognizing that steps to clearly ideutify non-commmercial intent is impertant for generating
confidenes and frust with providers of penetic resources. ™

Main forms of unlization of zenetic resources:

" Far example the Union for Ethicz] Bistrade Verification Framewark,

hitpe/ aarwetlucalbiotrade argvenfication verifiers’

L zird and Wynberg, “CBD Technical Saries MNo. 38 “ABS in Practice: Trends in Parmerships Acvoss Sectars”,
75

W For more informmation on definitions on non-commeereial research see OECD (1994). “Tizam definitions

and comventions for the measwremeant of research and expenimental development (R&DN.
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It 1z duffieult to charactsnse “rasearch” as a wsar sactor of gepenc resources as research on gemstic resowrces inclades a
rapge of Insttutions, processes and actrvites. While fhus wser sector 15 mamly charactenized thwrough itz mtent, namely
not-for profit research on a gemetic resource, it overlaps with other commeredal uses. Arveas where not-commereial
research 13 umfertaken are e.Z. tamomonus resesrch the development of bdodversity wventonies or Wodversify
assessmerts. It 15 carbical to underscors the emmnent role of ressarch on gepetic rescurees with nop-commereial mtent.

Diseussions on the utilisation of genetic rescuaces for “research” should also zrve recogmition to the special role of
botameal paders — or other ex-smim collection orgamizabions mch as musenms and zoos- that idemnify, eollect,
presmve'conserve and exchanze genetic resources. As swch, ew-mitu collection orgemzations make an Impoatans
conmbufion to research oo geratic resources and facilitate finther research on genstic resources by others.

Typical acquisitions of genetic resonrces:

It has to be considered that a vast munber of applications for access to gerstic resowrces come from ex sthn collections
wrshing fo use gepefic rescwves for non-conuvercial conservation or education related puposes, such as hodmersaty
wventories and ecological assessments and for mereasing taxononuc knowladze. Benefits generated by non-commercial
resaarch activities are almeost always non-monetary and generally anss from the comparative nse of a lbrary of
specimers (such as taxononue tools, phvlogenies. vegetation maps and conservation assessments) and from mstitution-
level capacity-bulding activities (zuch as technology travsfer, staff sxchangze student supervizion and taiming eomses).
Only very rarely are benafits asmbutable o mdividual specimiens. So far there are some kelpfl astivites on compliance
of researchers’ ex situ collections and public finding agercies mn place. Mor-commercial research actovities have develo-
ped policies, sirategies and instruments to promote ABS implementation 1w nser counties. The mam work has been so far
ow voluntary codes of conduct and mformation policy.

As regards Botanreal Gardens, they have developed a set of principles on access fo plant genstic resources and benefit
sharing for participasiog nsafutions. These principles state that participating nstimizows should share fairly and equitably
with the covmtry of onpin apd other stakeholders, the benefits amsmg from the use of gepetic rasources and thew
derivatives (mmeluding non-menetary benefits) and in monetary benafits the case of commercializaticn. In the Common
Policy Gudelines for Partieipating Instituhions15, the benefits zot out m paragraph 9.2.2 are largely focuszed oo non-
mooretary benefit sharing suck as sharng of research results, access to collections, augmentation of nationzl collections,
mansfar of technelogy, traiming mshmfonal development and jomt research and development Hewever, it mmeludes
rooretary berefits, such as rovaltes, m the case of commercialization.

These mstraments. 18 the Intermationsl Plant Exchange Metorork (IPEM), the Ponciples on Access to Genetic Rasources
and Bepefit-Sharing and MOSAICC (International Code of Conduct concerming mucro organisms) present mode] systems
whech respond to ABS proviziens and belp to document nansparently the transfar of plant zevstic resourees.

What are the ranges of options and approache:s for taking these different characteristics into account and that
may bring coherence to access and benefit-zharing related practices in different sectors?

It 1z entical that the mternatioral ABS regime provides the flextbality to accommiodate differences v the cumrent or future
utthsation of genetic resources 1n and between different user groups. [f thes 1s not achreved, the intemational ABS regime
risks preventing potential users of genstic resources from seeling access to those genetic resouuces that fall within the
scope of the intemational ABS regime. This would nn counter to the CBD, its objactives and provizions relevant to
aceess and bensfit-sharing.

One important option for taking into account different charactenisfics of groups or sectors nalising zenefic resources
while diszemunating best practices m ABS across sectors 15 the development of zectoral modsl clauses for potential
mwelnsion in Material Travsfer Agraements (MTAz). Such optroval model clanses could enhance lagal certamnty for both
providers and users of genetic rasoureas and suppaort the far and equitable sharing of benefits ansing from the utithzation
of geaefic rasoreaes.

They should primanly be devaloped through sectoral processes m a bottom-np way with the wvolvement of stakeholders.

Elements that could serve as a starting pomt for inclusion mm optiopal sactoral model clauses melade:

5 httpe/iwrww kew o1z conzervation/azrbs-policy pdf
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«  Model clanses stpulating that acress for non-comwpercial research could be linked to an oblization to make the
resulting knowledsze publicly availabla'®;

+  Model clauses on the sattlament of disputes arising batwesn partes of a MTA:

+  Speafvies votions of what consttufes an "utilization” of zenetic resovaces v the sense of Article 157 CBD in
spectfic user chams apd sectors using genstic resomurces.

e Idenfification of sectoral refersnce pomts that are charactenste for research and product development bazad on
gepetie rasoimees nospecific chains of users of gewetc resouaves. Bz, rdeniifvmg the typical boundary betwraen
noa-conupercial and commereial research.

+  Specfving sectoral notions of non-monetary and monstary benefit-sharms.

«  Copfdential elements will zenemally be pegonated for imdivadnal contracts apd do not seem fo lend themselves for
inclnsion in optional model clauses.

EU available studies on the issue of zectoral approaches:

Holre-Muller, Bacherzhagzen and Tauber. 2005, “Ulsars of Genetic Besources in Germary. Awarenass, participation and
Poaitrons regarding the Convention on Biologieal Daversity™, Bf2]-Skrpten 126.

Sukhwam. 2008, «Caractenizacion dal uso de los remursoss genéticos por parte de los distintos sectores de la mdustma v la
ciencia”. Mimistens de Indusmia, Tunsme v Comercio; Oficins Espanola de Patentas,

FinaBrviro, 2008, Evaluation sconomuque de I'unlisation des ressources geneftiques en France. Bapport techmoue du
Mimistere de 'Ecologie, da I'Evermis, du Developpement Durable et de I’ Amenagement du Territoire (i French only).

15 Thus leaves room for properly negotated agresments with a different content. An MTA could, for

mstance, grant exclusive access fo research material for a lomdted time-span.
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MEXICO

COMENTARIOS SEMARNAT
GRUPO DE EXPERTOS, SOBRE CONCEPTOS, TERMINOS Y DEFINICIONES
ACCESO A RECURSOS GENETICOS Y DISTRIBUCION DE LOS BENEFICIOS

(a) What are the different ways of understanding biological resources,
genetic resources, derivatives and products and what are the implications of

“each understanding for the development of the main components of the

international regime on access and benefit-sharing, including in relation to
sectoral and subsectoral activities and in relation to commercial and non-
commercial muth?

a);Cudles son los distintos modos de comprension de recursos biologicos,
recursos genéticos, derivados y productos y cuales son las repercusiones de cada
comprension en el desarrollo de los componenfes principales del régimen
internacional de acceso y participacion en los beneficios, incluso en relacion con
las actividades sectoriales y con la investigacion comercial y no comercial?

Para comenzar adecuadamente, as necesario reconocer [as razones por las cuales existe
la necesidad de construir un régimen internacional para el acceso a los recursos
genéticos y la distribucion de los beneficios derivados de dichos recursos. Una vez ’
entendido este punto serd mas sencillo proceder. a la bisgueda de las definiciones
adecuadas.

Es de nuestro enfender que, fomando en consideracion que ‘los palses
proveedoras (estan fratando) de encontrar formas para reforzar las legislaciones
ABS en el pals donde se localizan los usuarios”, el Régimen Internacional es
percibido como de importancia primordial, ¥y las dificultades de monitoreo y
cumplimiento (debido a, que se carece de mecanismos para asegurar el
cumplimienta) son citadas como la razdn subyacente para contar con un ‘regimen
vinculante” sobre ABS. (Cabrera y Lopez Silva, 2007 6)

Por o tanto, los puntos clave a fratar durante las labores del Grupo de Experios son las
definiciones gue sean verdaderamente priclicas para el instrumento Internaclonal, El
propdsito de este instrumento es garantizar la validez transfronteriza de los contratos
privados gue se realicen sobre los recursos genélicos. México reconoce que [0S recursos
genélicos son una mercancia muy peculiar como objeto de dichos contratos, por lo que el
derecho intermacional privado como hoy se conoce, no les da la cobertura necesarla.

FPor otro lado, el avance de la cencia y la tecnologia tiene que ser una referencla para
entender la necesidad de ampliar la concepcion oniginal que sobre los recursos ganéticos
tenia la CBD, como un recurso con amplios beneficios potenciales para compartir. El
actual estado del arte en biotecnologia, es diferente del que se tenia en 1992, La
investigacion no estd basada Onicamente en genes, pero si principalmente en sus
componentes. ;Son esos componentes derivados? O jlos derivados son genes y
compuestos procesados por humanos
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¢5i los compuestos de los genes y los genes mismos deberian formar parte del régimen,
deberian los recursos biolbgicos, en tanto continentes de aquellos, formar parte de este
Régimen Intermacional ¥

El régimen internacional lo concebimos como el instrumento que permite la validez, mas
alla de las fronteras del pais provesdor, de un contrato privado entre dos 0 mas partes
bajo el cual se realiza el acceso a los recursos genéticos de un territoro dado y que a
cambio se definen una serle de beneficios, independientemente de si la bioprospeccidn se
dard con fines comarciales o no, o independientemente de si es para &l sector
farmacéufico o de alimentos. Los baneficios podrén ser monetarios o nb monetarios
independientemente de la finalidad del acceso.

En este sentido, al Rl debaria respetar los téminos en los que sa elaboren los contralos y
proteger esos términos. Sin prejuzgar los contratos, sabemos que habré beneficios
monetarios y / o no monetarios. La actividad meramente clentifica, sin que de cdmo
resultado un producto comercializable, dara beneficios a aquellos que llevan a cabo la
investigacidn cientifica, pues el conocimiento cientifico no responde a un proceso lineal,
sino de la acumulacibn de una diversidad de experiencias. Estas experiencias por si
mismas contienen un valor que puede y debe ser compartido. Estos son una parte
inpmmmadulmhu‘nﬂﬁmmmmﬂmqmdahnnmdimhﬂdmmnm
proveedoras,

De igual forma, si un beneficlo se da en el sector farmacéutico o en el de alimentos, parte
de ese beneficlo deberd ser compartido con los proveedores, independientemente del
mercado especifico en que se de. Los terminos de la distribucién se fijarian en los
contratos privados,

Lo que es importante para que.todo lo anterior responda al tercer objetivo de la CBD es la
construccién de capacidades y la difusion de la informacién correcta, para que el acceso
se de bajo términos mutuamente acordados y con el consentimiento libre e informado
previo, bajo la jurisdiccidn del pais proveedor y el pals usuarle haga respetar dichos
contratos en su derecho local entendiendo la dificultad (por las asimetrias econdmicas y
politicas de las parles coniratantes) de que la parte proveedora lo haga a través de los
canales juridicos tradicionales del derecho mercantil.

(b) Identify different forms of utilization of genetic resources in relation to
sectoral and subsectoral activities in the context of Article 15, paragraph 7,
of the Convention;

b) Determinar las diversas formas de utilizacion de los recursos genédlicos en
relacion con las aclividades secloriales en el contexto del articulo 15, parrafo 7 de
del Convenio;

De acuerdo con algunos autores, a lo largo de la cadena de adicién de valor, dependiendo
del maderial que se utiliza, se observan cinco rutas de aprovechamiento de los recursos
bioldgicos y ganéticos

a) moléculas para la produccidn de farmacos y ofros productos industriales

b) enzimas especialments_para industria alimenticia y quimica

c) genes para la produccion de mejoramiento genético

d) partes u organismos completos para el desarrollo de producios naturales,

nutracéuticos, cosméticos, elc. y,
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&) - informacion para nuevos mercados de la bicinformatica, la genémica, ete.

Como se menciona en el primer punio de este documento, no queda claro cudl debe ser
la razdn para tener diferentes tralos secloriales en materia de acceso o de distribucion de
benaficios. .

El acceso una vez realizado permite disponer el material de acuerdo con lo que las
invesligaciones subsecuentes vayan indicando. De la investigacitn, pueden generarse
usos inesperados, camblos de sector como usuano intermedio o final. En principio, los
contratos deberan cubrir estas eventualidades, también la eventualidad de que algin uso
cientifico  finalmente sea comarcial, a menos que s& oblenga nuevamenta el
consentimiento previc e informado del proveedor a través de términos mutuamente
acordados. También podrian prohibirle expresamente. Todas esas variantes pueden
suceder y s deben entender en el marco de la elaboracion del régimen intemacional.

.Existen tantas variaciones posibles que el Rl no puede ser casuislico, sino tener

lineamientos generales. En este sentido, 0 que debe quedar muy claro es que cuando
existan beneficios, sean eslos langibles o no, deberd haber una distribucion de los
mismos por via monetaria u otra no monatana.

(¢) ldentify and describe sector specific characteristics of access and
benefit-sharing arrangements and to identify the differences, if any, between
approaches in sectors;

c) Determinar y describir lag caracteristicas especificas del secfor y los arreglos de
acceso y participacion en los beneficios y determinar las diferencias, de haberlas
entre los diferentes enfoques secloriales;

De acuerdo con Casas, 2004, se pusden identificar cuatro grandes grupos sociales, como
principales agentes de la cadena de adicion de valor para el aprovechamiento de los
recursos bioldgicos y genéticos:

La comunidad cientifica, .
Los grupos éinicos y comunidades locales

La empresa privada vy

El Sector Piblico

Se ha identificado que los seclores que utilizan los recursos genéticos son:

Industria Farmacéutica

Medicina Botanica

Fitomejoramiento

Horticultura

Biotecnologia y Sectores Relacionados con la Salud, Industria y Agricola

Control de

Industria Cosmética y Cuidado Personal .
Pesca, Germoplasma pesquerc, Recursos Genélicos en Fondos Marinos en aguas
continentales

Bioremediacion.
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Cada uno de los sectores tiene sus caracteristicas dinamicas y especificas en particular
por los “productos” obtenidos o “derivados” del acceso a los recursos ganélicos, En este
senlido, es muy probable que la modalidad de los beneficios no monetarios pueda variar
de acuerdo al sector usuario de los recursos gendticos. El segmento monetario de los
beneficios, seguramente serd referidlo en los confratos bajo modalidades mas
convencionales y homogeneizadas, independientemente del sector usuario.

Hablando de los Indigenas y las comunidades locales, las formas de utilizacidn de los RG
en realidad es a través del uso de clerlas caracteristicas de los especimenes que estan
determinadas por su genética, mas que la utilizacién misma de los recursos genélicos y
sus derivados. Estos usos estdn asociados a: la Medicina tradicignal (herbolaria),
Gastronomia, Recoleccion y bancos de semillas, principalmenta. Las actividades de este
secior basicamente se enmarcan en el sector primario de la economia (caza, recoleccion
y pesca) Este sector social suele hacer aprovechamientos directos de los ecosistemas en
los gue habitan, y su relacidn con los recursos es direcla y se encuentra infimamente
relacionada con sus creencias y su vida espiritual. Es importante mencionar gue a los
recursos estdn asociados una gran canfidad de conocimlentos tradicionales asi como
pracicas culturales gue, desde |la comprension holistica, determinan la funcién del
recurso.

Las caracteristicas de los pueblos indigenas y las comunidades locales que son
sustancialmente diferentes al del resto de los seclores, bdsicamente radica en su
compransién holistica de |la realidad; en la secularizacion del pansamiento y la praxis
politico social asi como aspiritual. El acceso es directo desde @l ecosislema, a fravés de la
colecta, se relaciona con conocimientos heredados en cuanto a lécnicas y procadimientos
asi comeo a los lugares y temporada de la colecta. Los beneficios del aprovechamiento de
los recursos son direclos, en salud, alimentacion, vestido y en cuanto al beneficio de la
parmanencia de especies (biodiversidad) a partir de |la colacta, por ejemplo de semillas
para la siembra. A diferencia de otros sectores, la bosqueda del beneficic no es
principalments monetario, no es un asunto de ganancia en la |dgica de la indusiria o el
capital. Nuevamente la diferencia del enfogue es que al seclor indigena concibe la
realidcad de forma integral y na fragmentada como el pensamiento de la sociedad no
indigena.

La dificultad en el disefio del Rl radica precisamente en al abismo que separan a la vision
de mercado de |a cosmovision indigena. La aplicacidn de derechos de propiedad y, por
tanto, la mercantilizacion de todos los bienes vy senicios que nuestra sociedad
contemporanea aplica, no cormasponde a los usos y costumbres tradicionales de muchos
grupos indigenas. La falta de un didlogo efectivo sobre ABS ha sido en miltiples
ocasiones la causa de la polarzacidn de los puntos de wista involucrados en la
negociacion.
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(d) What are the range of options and approaches for taking these different
characteristics into account and that may bring coherence to access and
benefit-sharing related practices in different sectors? -

digCual es la gama de opciones y enfoques para fomar en cuenta éstas diferenfes
caracleristicas que pudieran dar cohesidn a las practicas de acceso y participacion de los
beneficios afines a los distinlos sectores?

El reparto equitativo de los beneficios depende del acceso a los recursos genéticos y su
uso. “Un punio de vista legislative menciona que las principales acclones que
desencadenan la distribucién de los beneficios son &l acceso a los recursos genaticos™ y

el "uso de los recursos gendlicos” y qua ambos son conceplos ligados.

Se debe poner énfasis en que las condiciones minimas deben respetar que sea bajo
términos mutuamente acordados, basados en e consentimiento fundamentado prewvio.
antre el proveador y el usuario de los recursos genéticos y el conocimiento tradicional a
alios relativo.

La participacién de los beneficios en todo tipo de ufilizacion ha generado confusidn, puas
hay varios paises que proponen que la utilizacion con fines cientificos lenga ofro
tratamiento. Se reconoce que la notificacion de transferencias de materiales, tal como as
hoy en dia la investigacién cientifica en la que puade haber varias al aflo, lal vez no
deberia de eslar supeditada a autorizaciones previas por parte de alguna autoridad
partinente o da los proveedores, sino ser mas libre. Este punto es digno de considerarse,
pues es cierto, muy valido y no debe afectar el propdsito del Rl que es a partir de que los
beneficios exisian, La falla de seguimiento que ello implicaria, podria subsanarse
responsabilizando a un solo sujeto juridico en el lapso en el que esas transferencias sa
lleven a cabo, independientemente de quién tenga lo tangible y lo intangible sujeto del
confrato,

También se pide a la hora del acceso un tratamiento mas flexible, con menos requisitos a
la eomunidad clentifica. La realidad es que el acceso debe ser poco buroerdlico para
todos los posibles usuarios que quieran el acceso legal, justo para combatir a la
blopirateria, pero con las condicionas minimas necesarias para que se garantice lo mas
posible la distribucidn equitativa de los beneficios potenciales.

Adiconalmente, las universidades alrededor del mundo estan muy ligadas a
financiamiento privado, con contratos de utilizacion de las innovaciones lecnoldglcas con
potencial comercial por parte de las empresas que apoyan dichas invesligaciones. Es
decir, la linea de independencia de la investigacion cientifica llevada a cabo en centro “no
lucrativos® y la comercial es muy fina y porosa. Por tanto, una diferenclacién entre ambos
usos en los requisitos de acceso no es muy convenienta ni justificada. En esla linea, al
refarirse exclusivaments a “los beneficios”, no debe haber duda de que si la actividad
clentifica genera beneficies, estos deben entrar al Ambito del Rl como una bloprospeccidn
comercial.

Se propone y espera que el uso definitivo de los beneficios sea para la consenvacion y
utllizacién sostenible de la biodiversidad, en congruencia con el propio Convenio. No
obstante, se argumenta con razon que los beneficios serdn utilizados de acuerdo con las
prioridades de los proveedores, principaimente, de acuerdo al CPly los TMA.



UNEP/CBD/ABS/GTLE/1/2
Page 27

Es imporiante tomar en cuenta que los beneficios a partir de los MAT, puedan abarcar un
rango muy amplio que puede ir desde el pago inicial, hasta un porcentaje sobre la renta
del producto desarrollado con el recurso; aln mas si hay conocimiento tradicional
asociado. También es importante mencionar aqui el origen del recurso.

Referencias: ¢ '

Cabrera Medaglia, Jorge and Christian Lépez Silva (2007). Addressing the Problems
of Access: Protecting Sources, While Giving Users Certainty. IUCN, Gland,
Switzerland. xiv + 77pp.

T.R Young 2004 “Recursos Genéticos”, y “Utilizacién de los Recursos Genéticos.”
Taller Internacional de Expertos sobre el Acceso a los Recursos Genéticos y
Distribucion de los Beneficios (Cuernavaca, México, 2004)
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ENGLISH TRANSLATION

SEMARNAT COMMENTS
EXPERT GROUP ON CONCEPTS, TERMS AND DEFINITIONS
ACCESS TO GENETIC RESOURCES AND BENEFIT SHARING

(@) What are the different ways of understanding biological resources, derivatives and
products, and what are the implications of each understanding for the development of
the main components of the international regime on access and benefit-sharing,
including in relation to sectoral and subsectoral activities and in relation to commercial
and non-commercial research?

In order to begin properly, we must recognize why it is necessary to create an international
regime on access and benefit-sharing. Once this is understood, it will be easier to find the
appropriate definitions.

As we understand it, taking into account that “provider countries (are trying) to find ways
of strengthening ABS legislation in countries where users are located”, the International
Regime is considered to be of the utmost importance, and monitoring and compliance
problems (caused by the lack of mechanisms to ensure compliance) are given as the
underlying reason for having a “binding ABS regime”. (Cabrera and Lopez Silva, 2007 6)

The key points to be addressed by the Working Group therefore consist of finding definitions
that are truly practical for the international regime. The purpose of this instrument is to
guarantee the transboundary validity of private contracts regarding genetic resources. Mexico
acknowledges that genetic resources are very special merchandise under such contracts, which
is why they are not adequately covered by private international law in its current form.

Furthermore, scientific and technological advances must be a reference point for understanding
the need to broaden the CBD’s original concept of genetic resources as being a resource with
vast potential benefits to be shared. The current state of the art in biotechnology is very different
today than it was in 1992. Research is not only based on genes, but mainly on the components
of genes. Are these components derivatives? Or: are derivatives genes and compounds
processed by humans?

If gene compounds and genes themselves should be included under the regime, should
biological resources also be included, seeing as they contain gene compounds and genes?

We see the international regime as a tool that will make it possible to validate, beyond the
borders of provider countries, a private contract between two or more parties for access to the
genetic resources of a given territory, in exchange for which a series of benefits are defined,
regardless of whether bioprospecting is for commercial purposes, or for the food or
pharmaceutical sector. Benefits may be monetary or non-monetary, depending on the purpose
of access.

In this respect, the IR must observe the terms set out in contracts and protect those terms.
Without prejudging said contracts, we know that monetary and/or non-monetary benefits will
exist. Purely scientific activity, which may not result in a marketable product, will generate
benefits for those doing the scientific research, because scientific knowledge does not follow a
linear process, but is rather the accumulation of a variety of experiences. These experiences
are a significant part of the non-monetary benefits that must be shared with providers.
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Similarly, if benefits arise in the pharmaceutical or food sector, some of said benefit should be
shared with providers, regardless of the market in which those benefits occur. The terms for
benefit-sharing would be set out in the private contracts.

There must be capacity-building and dissemination of accurate information for all of the above
to match the CBD'’s third objective, and for access to take place under mutually agreed terms,
with free prior informed consent, under the jurisdiction of the provider country, with the user
country ensuring the observance of such contracts under local law, given the difficulty (due to
economic and political asymmetry in contracting parties) involved in having the provider party
enforce contracts using traditional commercial law channels.

(b) Identify different forms of utilization of genetic resources in relation to sectoral
and subsectoral activities in the context of Article 15, paragraph 7, of the Convention;

According to certain authors, throughout the value added chain, depending on the material
used, there are five ways of taking advantage of biological and genetic resources:

a) molecules for the production of pharmaceuticals and other industrial products
b) enzymes, especially for the food and chemical industries
C) genes, for genetic production and improvement

d) parts of or entire organisms for the development of natural, homeopathic, cosmetic and
other products

e) information for new markets, such as biocomputing, genomics, etc.

As mentioned in the first point of this document, it is not clear why there should be sector
differences when dealing with access or benefit sharing.

Access, once it has taken place, makes it possible to use the material as indicated by
subsequent research. The research can lead to unexpected uses, and changes of sector, as
well as of intermediate and end user. In principle, contracts must cover these possibilities, as
well as the possibility that scientific use might end up being commercial, unless prior informed
consent is obtained from the provider once again, using mutually agreed terms. in such a case,

commercial use could also be expressly prohibited. All of these options exist, and must be
understood when creating the international regime. There are so many potential variations that
IR cannot be case-based, but must rather have general guidelines. In this respect, it must be
very clear that in the presence of benefits, be they tangible or intangible, there must be sharing
of said benefits through monetary or non-monetary means.

¢) Identify and describe sector-specific characteristics of access and benefit-sharing
arrangements and to identify the differences, if any, between approaches in sectors;

According to Casas, 2004, four main social groups can be identified as the main agents in the
value added chain when it comes to the use of biological and genetic resources:

The scientific community

Ethnic groups and local communities

Private enterprise and

The public sector

The sectors that use genetic resources have been identified as being:
The pharmaceutical industry

Botanical medicine
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Plant breeding

Horticulture

Biotechnology and sectors linked to Health, Industry and Agriculture

Pest Control

The cosmetics and personal hygiene industry

Fishing, fish geoplasma, genetic resources from the seabed in continental waters
Bioremediation

Each of these sectors has its own dynamic and specific characteristics, particularly with regard
to the “products” obtained or “arising” from access to genetic resources. It is therefore highly
likely that the non-monetary benefit aspect will vary according to the sector using the genetic
resources. The monetary aspect of benefits will surely be covered by contracts through more
conventional and uniform clauses, regardless of the user sector.

With regard to indigenous and local communities, genetic resource use is more a matter of
using certain genetically-determined characteristics of specimens, than of using the genetic
resources and their derivatives as such. These uses are linked mainly to: traditional medicine
(herb lore), gastronomy, gathering, and seed banks. For the most part, activities in this sector
fall under the primary sector of the economy (hunting, gathering and fishing). This sector tends
to engage in direct use of the ecosystems they inhabit, and their relationship with resources is
intimately linked to their beliefs and spiritual life. It is important to mention that these resources
are associated with a vast amount of traditional knowledge and cultural practices that determine
a given resource’s function through holistic understanding.

The characteristics of indigenous and local communities, which are substantially different from
the other sectors, are basically rooted in their holistic understanding of reality; in the
secularisation of thought and in socio-political as well as spiritual practice. Access to resources
is direct in the ecosystem, through gathering, and is linked to inherited knowledge about
techniques and procedures, as well as the places and times for gathering. The benefits of use
are also direct, in the form of health care, food and clothing, and species maintenance
(biodiversity) through the gathering, for example, of seeds for planting. Unlike other sectors,
benefits are not sought mainly for monetary gain, and it is not a matter of gains in the industrial
or capital sense. Once again, the difference in perspective is that the indigenous sector sees
reality as a whole, and not as being fragmented, which is the view of non-indigenous society.

It is basically this chasm between the market view and the indigenous world view that makes it
so difficult to design the international regime. The application of property rights and the
attendant commercialisation of all goods and services in modern society does not correspond to
the traditional ways and customs of many indigenous groups. Lack of effective dialogue on ABS
has, on multiple occasions, led to the polarization of views during talks.

(d) what are the range of options and approaches for taking these different
characteristics into account, and that may bring coherence to access and benefit-sharing
related practices in different sectors?

The equitable sharing of benefits depends on the type of access to and use of genetic
resources. “A legislative point of view states that the main trigger activities for benefit sharing
are access to genetic resources” and “use of genetic resources”, and that both concepts are
connected.

It should be stressed that the minimum conditions to be observed must involve mutually agreed
terms, based on prior informed consent between the provider and the user of genetic resources
and associated traditional knowledge.
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Benefit sharing has caused confusion for all types of use, because many countries propose that
use for scientific purposes be treated differently. It has been acknowledged that material
transfer notices, which can occur many times a year given the nature of modern scientific
research, should not be subject to prior authorization by a relevant authority or by providers, but
should take place more freely. It is worth considering this, seeing as it is very valid point, and
should not affect the purpose of the IR, under which benefits must first exist in order to be
shared. Any potential lack of monitoring could be remedied by holding a single legal entity
responsible during the period of said transfers, regardless of who holds the tangible and
intangible elements covered by the contract.

More flexible treatment upon access is also being requested, with fewer requirements for the
scientific community. The fact is that there should be little red tape surrounding access for all
potential users seeking legal access, simply to fight biopiracy, but with the necessary minimum
conditions to guarantee, as much as possible, the equitable sharing of potential benefits.

Furthermore, universities around the world are very closely linked to private funding, with
contracts for the use of technological innovations that have marketing potential by the
companies that support the research leading to said innovations. In other words, there is a very
thin and permeable line between research done in “non-profit” organisations and commercial
research. It is therefore neither particularly appropriate nor justified to differentiate between
these two types of use when it comes to access requirements. Accordingly, exclusively with
regard to “benefits”, there should be no doubt that if scientific activity yields benefits, said
benefits should be included under the IR as commercial bioprospecting.

The definitive use of benefits should ideally be for the conservation and sustainable use of
biodiversity, consistent with the Convention itself. However, it is rightfully argued that the
benefits shall be used according to provider priorities, primarily in accordance with PIC and
MAT.

It is important to take into account that benefits based on MAT can range widely, from an initial
payment to a percentage amount for leasing the product developed using the resources; even
moreso if there is associated traditional knowledge. It is also important to mention the origin of
the resource.

References:

Cabrera Medaglia, Jorge and Christian Lopez Silva (2007). Addressing the Problems of
Access: Protecting Sources, While Giving Users Certainty. IUCN, Gland, Switzerland. xiv
+ 77pp.

T.R. Young 2004 “Genetic Resources” and “Use of Genetic Resources”. International
Workshop of Experts on Access and Benefit-Sharing (Cuernavaca, Mexico, 2004)
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NIGERIA

NIGERIA’S VIEW ON CBD NOTIFICATION 2008-104-ACCESS AND BENEFIT SHARING

(a)

Question i):

Answer: i)

Question ii):
Answer: ii)

Question iii):

Answer: iii)

(b)

Question:

Answer:

(©)

Question:

Answer:

(d)

Question:

Answer:

What are the different ways of understanding biological resources, derivatives and
products?

The different ways are: physical identification of any part or whole of organisms their
Compositions , their Uses, materials thereof and items/material that can be derived as a
result of processing and manufacturing using an organism(s).

What are the different ways of understanding genetic resources derivatives and products?
Identification of the Compositions (hereditary Materials living and dead) of any part or
whole of organisms and their Uses, materials thereof and items/material that can be
derived as a result of processing and manufacturing using hereditary Materials living and
dead.

What are the implications of each understanding for the development of the main
components of the international regime on access and benefit-sharing, including in relation
to sectoral and subsectoral activities and in relation to commercial and non-commercial
research?

The implication is that Biological Resources, Genetic Resources, derivatives and products
have to be identified, standards created for the regulation of access to each and to have
common regime to reduce conflicting views.

Identify different forms of utilization of genetic resources in relation to sectoral and
subsectoral activities in the context of Article 15, paragraph 7, of the Convention;

Some of the forms of utilization of genetic resource sectorally are: Pharmaceutics,
Scientific/Technological Research, food processing and Derivatives Production of
ingredients. In all cases equitable and fair benefit sharing arrangements should be put in
place in accordance with National regulation.

Identify and describe sector specific characteristics of access and benefit-sharing
arrangements and to identify the differences, if any, between approaches in sectors;
Pharmaceutics: The acquisition of Biological Resources for the purpose of  pharmaceutics
will require benefit sharing arrangement of providing jobs, technological transfer, Sharing
of accruable profit.

Scientific/Technological Research: Establishment of Research Institute within area of
location of biological resources and training of indigenous/local communities to make them
employable in the research institute. ldentify other benefits that will involve the elites, local
people to meet their peculiar needs.

What are the range of options and approaches for taking these different characteristics into
account and that may bring coherence to access and benefit-sharing related practices in
different sectors?

Some of the range of options and approaches include having meetings and dialogue with
local people who are directly involved in the location of biological resources, local
government, policy makers, relevant government institutions and other relevant
stakeholders. There should be holistic regulatory and administrative framework in place.
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NORWAY

Norwegian submission in respons¢ to Notification 2008-104 concerning Use
of Terms, Working Definitions and Sectoral Approaches

What are the different ways of understanding biological
resources, genetic resources, derivatives and products?

Biological resource / genetic rejource

The definitions of the terms biological resources/genstic resources m the interpational ABS
regime should be the same as the definitions in the CBD. We do not favour to change the
exisiing CBD defimtions, It is important to notice that the term genetic resource is defined
from its utilisation. What is 2 genetic resource may therefore depend on the intended or the
actual use of the genetic material. It can only be characterized as a genetic resource when the
intended or actual use is based on the genetic information in the biological material.

The same biological material may have a function both as a biological resource and as a
genetic resource. The actual or potential utilisation of the biological material will decide
which of these two categories the biological material belongs to. When the biological material
e.g. a soya bean is to be used as 2 commodity and to be sold in bulk on an international
market, it is a biological resource. However the same biological material may represent a
genetic resource when used in a plant breeding programime.

The definition on what is a genetic resource could vary from sector to sector. In the cosmetic
industry a flower petal may represent a genetic resource, in food production it may be the
seed. It may be important to address the definition in ¢ach of the sectors using genetic
resources.

Derivates and products

“The terms of reference for the ABS negotiations require parties “to address the issue of
derivatives”. The conicern with regard to derivatives is addressed by the CBD through the
Bonn Guidelines.

Derivates and products from a genetic resource will also differ between the different
utilisations of the material.

First a comment with regard to the perceived limitation of the existing definition of genstic
resources. In order 1o be covered by the CBD definition of genetic material, the material of
plant, animal, microbial or other origin needs to contain functional vauts of heredity. No
definition exists on "functional units of heredity”. However, our understanding 1s that it refers
to all the elements that are necessary to establish functional units of heredity. Functionality is
expanding 21l the time in light of technology development. A functional unit of heredity is the
sum of a mumber of interacting physical factors = not simply a piece of DNA. This ie also the
understanding with regard to the definition of genetic material in the preparatory work Qn new
Norwegian legislation on access to gensetic resources and benefit-sharing.

As a working definition we prefer using the term derivatives and products the way they are
used in the context of Mutually Agreed Terms in the Bonn Guidelines (paras. 36 and 44()(2).
It is then up to praviders and users of genetic resources to decide to what extent derivatives or
products should be covered by mutsally agreed terms on benefit-sharing. As such, they should
be considered ag falling within the scope of the regime, taking also into account that benefits



UNEP/CBD/ABS/GTLE/1/2

Page 34

arising from the commercial and other utilization of genetic resources are covered by the
scope of the Bonn Guidelines.

In the International Treaty on Plant Genetic Resources it is the commercializing of a product
which is a genetic resource that may trigger benefit sharng.

1t should be bome in mind that countries can anyway exercise the geperal authority over their
gepetic TesoUrces as set out in Article 3 of the CBD.

Identify and describe sector specific characteristics of access

and benefit-sharing arrangements and what are the range of options and approaches for
taking these different characteristics into account and that may bring coherence to
access and benefit-sharing related practices in different sectors?

Main and common components of the international regime should be clements that are
relevent for all uses of genetic resources and for el the sectors. Lven though 2 one size fits
all” approach may not be applicable, we need some overarching and common elemnents for all
$ectors.

Such elements could be cross-cutting issues such as the overarchmyg concept of triggering
mechanisms for PIC, MAT and benefii-sharing, requirement for disclosure of source and PIC,
e.o. included in applications for governmental research funds or in patent applications,
requirements for transparency in access and application procedures, internatiopal certificaies
of origin, capacity building/technology transfer, measures to support recognition and support
for the rights of indigenous peoples and local communities and compliance and enforcement
mechanistos.

In addition relevast sector-specific components could be included in model contracis/clanses
for Mutually Agreed Terms. The development of such model contracts should be prioritized
for those sectors where it is most urgent to ensure that benefit sharing is taking place. Such
model contracts should look into relevant benefit sharing provisions in order to ensure fair
and equitable benefit sharing systems and specific compliance and moniioring mechanisms.
The different sectors have very specific and different needs in relation to an ABS regime and
these need to be addressed separately, In addition, the relevant stakeholders may differ from
sector o sector. The sectors/stakeholders necd to participate and contribute to developing
mode) standard clauses to be included in Material Transfer Agrecments {(MTAs). Such moedel
standard clauses should be optional in order to allow for the necessary flexibility.

The interpational ABS regime should provide flexibility to respect existing and allow for the
implementation and further development of other, more spesialised mtemational ABS
systems. Speaific consideration needs to be given to the following ABS regulations; The
International Treaty on Plant Genetic Resources for Faod and Agriculture represents an
example on this. Its standard Material Transfer Agreement represents 4 model contract that
takes care of the specific features of PGRFA and introduces a mechanism of benefit-sharing
which is adapted to the use of PGRFA. The ITPGRFA also addresses specific stakeholders
and other specific needs for conservation and sustainable use of PGRFA, and includes ex situ
collections established prior ta the entry into force of the CBD.

Animal genctic resources may alse require special attention in the form of standard model
clauses.
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SWITZERLAND

Expert Group Meeting of the CED on
Concepts, Terms, Working Definitions and Sectoral Approaches
Windhoek, 2 - 5 December 2008

Non-Paper
Provided by Switzerland

L Introduction

At its 0% meeting_ the Conference of the Parties (COP) of the Convention on Biological Diversity
(CBD) agtesd on a roadmap to complete the negotiation of an International Fegime (IR) on
access to genetic resources and the fair and equitable sharing of benefits arising from the
wtilization of such resources (ABS). With decision IX/12 the COP decided to establish a group of
technical and legal experts on concepts, terms, working definitions and sectoral approaches in
ABS. According to Annex II of said decision, the experts shall “examine the issue of concepts,
terms_ working definitions and sectoral appreaches [...] The expert group shall provide legal and
technical advice, including, where appropriate, options and/or scenarios.™

The decision defines specific  questions the expert group has  to address:

(a) What are the different ways of understanding biclogical resources, genetic
resources, derivatives and products and what are the implications of each
understanding for the development of the main components of the IR, including in
relation to sectoral and subsectoral activities and in relation to commercial and
non-commercial reseasch?

(b) Identify different forms of utilization of genetic rescusces in relation to sectoral
and subsectoral activities in the comtext of Asticle 13, paragraph 7. of the
Convention;

(c) Identify and describe sector specific characteristics of access and benefit-sharing
arrangements and to identify the differences. if any, between approaches in
sectors;

(d) What iz the range of options and approaches for taking these different
characteristics into account and that may bring coherence ABS related practices in
different sectors?

Decision IX/12 invites Parties to the Comvention to provide nformation and views related to the
issues to be addressed by this expert proup. Switzerland submits this technical discussion non-
paper in accordance with this decision. This techmical input to the meeting of technical and legal
experts 1s intended to serve as a contribution to the expert discussions.

" Decrsion 012, Ammex 11 B, § 1, UNER/CBDACOP/S/29,
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This non-paper concentrates on guestion (a) as the issues outlined there are very important for the
drafting of the IE. Withowt a clear understanding of the terms and the basic concepts behind these
terms_ it will almest be impossible to develep a functioning system for ABS. While the experts
gathered at the meeting are mandated to explain the different ways the varions terms can be
understood, the meeting 15 also an opporfumty to develop a commen understanding among the
experts. However, the experts do not have to decide which terms fo include in the IR as fully
worded definitions. Their mandate does not go so far. That decision is left to the negotiators of
the ad hoc open-ended Working Group on ABS (WG-AEBS).

II. General Considerations

Since the start of the ABS discussions under the CBD, the mterpretation of certain terms defined
by the CED i3 very contentions.” “Biological rescurces” and “genetic resousces” belong fo this
category. Additionally, delegations made reference to terms such as “products”™ and “derrvatives”,
which are not defined by the Convention and for which no common vnderstanding exists. It has
to be emphasized that however the terms used vnder the IR are defined they cannct go beyond the
jurisdiction of the CED.

In Decizion VII19, the COP recognized that the regime should be practical, transparent, and
efficient” It should also avoid arbitrary treatment of the stakeholders mvelved i access and
benefit shaning. Hence, the IR should allow for legal certainty and consistency in ifs operation.
These characteristics are impcrtant criteria against which the interpretation and use of terms have
to be measured. Whatever understanding of the terms in question is evenmally going to be
integrated into provisions of the IR, it should facilitate the effective and operational
implementation across all provider and vser sectors of the ABS-provisions of the CED.

III. Biological and Genetic Resource

The Convention defines “biological resources” and “genetic resowrces” as follows:

. “Biclogical resources” includes genetic resources, organisms or parts thereof, populations,
or any other bictic component of ecosystems with acfual or potential use or value for
hmmanity.

. “Genetic resources” means genetic material of actual or potential value.

The CBD defines “genetic material™ as any material of plant, animal, microbial or other origin
containing fonctional units of heredity. This means that while every genstic resource i35 a
biological rescurce, not every biological resource is also a genetic one.

The definitions are quite openly formulated and could benefit from fiurther elarification. The eall
for further clarification does not mean in any way that the definition used in the CBD should be
reviewed and newly worded. It only means that negotiators, legislators, experts and other
practitioners invelved in ABS should be aware of what the CED intends to achieve. As Cabrera

* A5 an exanple see UNEF/CBDVCOR/6/INF/40 for a range of views of an expert group nominated by the Executive
Secretary of the CBD o deternuine the wse of termes for the Boom Gradelines before the COP 6 m 2002,
* UNER/CBDVCOER 721,
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and Lopez illustrate, different approaches and options regarding the terms in question have very
different consequences for ABS legislation ”

Art 15, the central ABS provision of the CBD, refers to genetic resources only and not to
biological resources. Hence, it seems mmportant to develop a clear understanding of genetic
resources. The most straightforward approach could consists in further clarifying the terms
contained in the CBD-definition of genetic resources. ie. “genetic matersal”, “of actual or
potential value™ and “functional units of heredity™.

To clarify the term “genetic material” it should be recognized that genetic material is used to
store the genefic information of any organic life form. For all currently known organisms, the
physical property of genetic material 15 almost exclusively Decxyribonueleic Acid (DNA). Some
virnzes use Eibonucleie Acid (ENA) as their genetic material. Hence, seme biclogical resources,
as for example Artenusinin that 1s isolated from the medicinal plant drfemisia ammua and vsed to
treat malaria, are not a genetic resource (but Artemisinin can be understood as the result of the
utilization of a genetic resources, see below).

Having said thiz, 1t is important to understand which biclogical resources contain genetic
material. Genetic material can be isolated from different levels of the biological diversity, 1.e. a)
the ecosystem level (e.g. genetic material contained in a soil sample), b) the crganizm level (e.g.
genetic material contained in a plant or a bacterivm); ¢) the cellwlar and sub-cellular level (e.g.
genetic material contained in a stem cell or an organelle); d.) the genetic level (e.g. isolated
DN-&.'RN-’;} Mereover, genetic material can at least to some degree be synthesized from the
genetic information of an organie life form (e.g. from the genetic code or a specific sequence).
Hence, the genetic information could be seen as another level of genetic resources.

All levels are regularly used in research, be it in academic research or in the more commercially
oriented research and development processes. Nothing in the CBD speaks against the inclusion of
the first four of the five levels in the wnderstanding of the term “genetic resources”™ With regard
to the information level, the mentioning of material in the defimition of the CBD indicates its
exclusion. The general criteria of practicability, legal certainty and consistency as well as
efficiency will assist negotiators to assess whether or not all or only some levels should be
mncluded 10 the IR,

This wnderstanding of “genetic resources” i3 still too broad, as two additional triggers have to be
met according to the definition of the CBD: The reference made to “functional units of heredity™
and to “of actual and potential value™ in this definition is important. Tlis points to the interest of
using the genetic traits of the material in order to create value. A broad understanding of creating
value would include trade with and vtilization of a crop harvested for food or feed processing,
such as canola grain for oil production or sugar cane for sugar processing. Such an wndetstanding
wonld mun counter to the intention of Art. 15 CBD, as given early on by the negotiators of the
Convention: the ABS provisions should not alter conventional market activities and markets of

* Cabrera Medaglia, Jorge and Cludstian Lopez Silva (2007). Addressing the Problems of Access: Protecting
Sonrcas, While Giving Users Certainty. IUCN, Gland, Switzerland, pp 30 See also Trvedt, Morton Walloe amd
Tonmue Toung (2007}, Bevond Access: Exploring Ingplementation of the Far and Equitable Shanng Commotment in
the CBD. TUCH, Gland, Switzerland, pp. 63,
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biological products and commodities” The same has to be true for the IR if it is to stay within the
jurisdiction of the CBD. The Regime could follow the example of the International Treaty and
specifically state that the definitions used uwnder the IR are not intended to cover trade in
commodities ®

To summarize, a genetic resource under the CED can be understood as genetic material with
specific genetic properties of interest for academic and commercial use, which can be analyzed.
characterized. nmltiplied propagated. transferred into other orgamisms, synthesized or otherwise
submitted to a biotechnological” process

IV. Derivatives and Products

Weither the CBD nor the Bonn Guidelines define the terms “denivatives”™ or “products™ of genetic
resowces. Difficult discussions were already going on during the negotiations leading to the
adoption of the Bonn Guidelines about whether or not such terms were needed at all’ Some
delegations wanted the terms to be included in the Bonn Guidelines with regard to access and
benefit-sharing provisions while others strongly opposed their mentioning. CabreraTopez'® and
Burton'' give some explanations about why these terms caused so tense discussions. Some of
these discussions are rooted in a nusunderstanding: some derivatives may have maintained the
characteristics of a genetic resource wlile others may have lost it. It is not always clear to what
type of derivative delegates refer. Therefore it 15 important to develop a clear understanding.

A Developing an Understanding

According to the Oxford Dictionary of English, a “dertvative” i3 something that is based on
another source. A desrvative is thos distinet from but originates in the original source. In the
setting of ABS. the distinction is rooted i 2 human activity. A “derivative” is the result of the
utilization of a genetic resource. The Oxford Dictionary of English defines a “product”™ as a
substance or article manufactured or refined through natural, chemical or manufacturing
processes for sale. Thus, a “product” is also the result of a unlization of genetic resowrces in the
framework of ABS. The difference between a “dertvative” and a “product™ is that the latter 15 a
subcategory of the former Every “product™ is a “dertvative”™ but not every “dermvative”™ is a
“product”. A “dertvative” becomes a “product” if it has been developed with the atm to be sold
and when it i3 ready to be sold, i.e. ready for a form of commercialization.

The outlined understanding of “product” is supperted by the only nmltilateral legally binding
agreement in the area of ABS, the International Treaty on Plant Genetic Eesousces for Food and
Agniculture (Imternational Treaty, ITPGEFA) and its standard material transfer agreement

5_ CabraraTopez, p 29.

* The mtention not to alter markets of and wrads in commodities iz reflacted m the Intemational Treaty on Plant
Ganetic Resowrees for Food and Agneultmre and its Standard Matenal Transfer Apreement, see Art. 2 of the Treaty
and the definetion of “product” in the Standard Material Transfer Azreament.

" Biotechnology is the exploitation of biological processes for mdustrizl and other uses, such as the use of yeast in
bread production, beer brewing or genetic engmestmg.

¥ Vary similar, CzbreraLopez, p.32.

* Sea UNEF/CBDVCOP /NS0 for some views sxpressad prior to COF 6.

' CabreraLopez, pp. 38.

" Burton, Geoff, Derivatives. Discussion Paper. International Expert Workshop on Access to Genetic Resources and
Bemefit Sharmg. Mesico, 2004,
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(SMTA). According to Art. 2 SMTA a “produet™ means a plant genetic sesource for food and
agriculture that incerporates (as evidenced, for example, by pedigree or notation of gene
insertion)'? the Material or any of its genetic parts or components that is ready for
conunercialization [.. .]]3.

Hence, the qualifier for a “product” is its readiness for commercialization No further
development 1s necessary for its commercialization. This gualification also represents one frigger
for monetary benefit sharing under the MLS of the International Treaty.

The complex gquestion is how this concept could be translated to the CBD. Within the ITPGEFA,
a product 15 mainly a result of breeding and constitutes always a genetic resource. This is not
necessarily the case under the CBD."” Hence, the understanding of the term “product” under the
CED’s IR should refrain from stating that a product 15 a genetic resowrce. It could read as
follows: A product is the result of the utilization of the accessed genefic resource and is ready for
commercialization

One way the Parties to the CBD can make use of the terms “derivatives” and “products”™, is to
relate them to the steps in the ABS process as they are identified by the Bonn Guidelines'®:

a. activifies prior to access;
b. gesearch and development on the genetic resource accessad; and

c. commercialization and other uses of the genetic resousce accessed.

Lit. a is not of relevance for the terms discussed here. While the term “derivative” covers lit. b
and ¢, “product” relates to lit. ¢ cnly. In order to further differentiate “derrvatives”, the term
“product vader development”™ can be used for an accessed genetic resource, which is submitted
research and development with a commercial aim The International Treaty again supports this
differentiation. The SMTA contains a defimtion for plant genetic resources for food and
agriculture under development ' The remaining category of derivatives, hence cases where
research and development is conducted without comimercial intent, could be called “used genetic
resources under research”™.

To summarize the understanding of “derivative”™ could be differentiated into the following three
categories. This understanding of “derivatives” can help the experts at the meeting to

:'2 Brackats and text meluded b the auther. The SMTA meclades the same tect 1n an explanatory footnote.

"% The definition m the SMTA contimes as follows: “[...], excluding commodities and ather products wsed for food,
foed and processmz 7 We have already mentioned that the IR should net apply to commiodities.

" Art 2 SMTA: “To commercialize™ means to s=ll a Product or Products for monetary consideration on fhe open
market, and “commmercialization” ko 3 comespondmys meanme. Commnercialization shall net melude zmy foom of
wansfer of Plant Genetic Fesowces for Food and Azculiure under Development.

% CabreraLopez, p. 39 give the example of a nahwal moleculs that has remlted from a genetic resource usa.

'S Boon Guidelines, para. 23.

T Art 2 SMTA: “Plant Genetic Resources for Food and Aziculire under Development™ means material derived
from the Matenal, and hence distinet from if, that 13 not vet ready for commercialization and which the developer
mtends to firther develop or to tansfer to another persom or entiy for finther development The penod of
development for the Flant Genetic Besowrces for Food and Agiculnwe mmder Development shzll be desmed o have

ceased when these rescuaces are commercializad as a Product.
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conceptualize the difference between commercial and non-comimercial research as asked for in
the terms of reference for the expert meeting:

used genetic resources under research (research not aiming at commercialization);
. products under development (B&D aiming at conunercialization); and
. products (commercialization).

Lid =

To fully vnderstand the term “derivative” and the three categories just menticned, we have to
apply vet another perspective. The question we have to ask is whether the “derivative™ has
maintained or lost the characteristics of a genetic resousce as described in chapter I above in the
process of utilization of the original genetic resource. There is the type of derivatives that still are
genetic resources, but distinet from the genetic resource they derived from ez an orchid with a
new genetic trait obtained through breeding Hence they represent new genetic resources. And
there is the type of derivatives that lost the characteristies of genetic resources, e.g. a secondary
metabolite isolated from a plant or a fungues. This differentiation in these two types is important
when considering the implications of the understanding of the terms for the main component of
the future IE.

E. Implications for the IR

As already menticned there were long and tense deliberations going en during the finalization of
the Boon Guidelines at COP VI in The Hague about the question of including a reference to
“derivatives and products”™. These discussions also circled around the issue of whether prior
informed consent procedures (PIC) should apply to “dertvatives and products™ resulting from the
use of genetic resources or whether these terms should only be mentioned with regard to benefit
sharing provisions. Finally, the parties to the CBD agreed to include these terms in the Bonn
Guidelines i relation to benefit sharing u:ulJlj,'.l5 Hence, the Bonn Guidelines reflect an
infernational vnderstanding that “derivatives and products™ should not be submitted to PIC.

Does the understanding of “derivatives™ and “products”™ developed above allow us to maintain
this conclusion the negotiators of the Boon Guidelines drew? Op does the IR have to take a
different approach?

Implications for the Main Component B of the IR: Access to Genetic Resources

The scope of Ast. 15 CBD refers to aceess to genstic resources and the fair and equitable sharing
of benefits arising from the utilization of such resources. At 1332 — to 153 CBD set the
regulative framework for access to genetic resources. The wording of these paragraphs males it
clear that derivatives that are not genetic resources are not sulbyject to the access provisions in Ast.
15 CBD. Hence, PIC does not apply with regard to such derivatives, no matter what category the
derivative belongs to.

What about derivatives and products that maintain the characteristics of a genetic resomee? In
order to respond to this gquestion, it 15 important to keep the categories of derivatives in mind:
accessed genetic resowrce winder research and development, product under development, and
product. This non-paper already mentioned that it is not the intention of the CED te change

' Bomm Guidelines, para. 36(1) and H(1).
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markets i commodities. It follows that products. because they are commercialized on open
markets_ should not be submitted to PIC or other procedures under access legislation.

Art. 15 CBD does not exclude the application of PIC with regard to access fo derivatives that
kept the charactersstics of a genetic resource in the form of “accessed genetic resources under
research and development”™ o to “products under development”™. The CBD does not differentiate
between existing genetic sesowces and new ones. But the question arises what country is
responsible for and has the autherity to determine PIC for the access to the derivative — the
country providing the criginal genetic resonrce or the country providing the derrvative?

Art. 1535 CDE states that access to genetic rescurces shall be sulbject to PIC of the Contracting
Party providing such resources, unless otherwise determined by that Party. Beaning in mind the
relevant definitions of the CBD" and the fact that a derivative is distinct from the genetic
resougee it originated from the country is competent for the PIC where the development of
original genetic resource into a dertvative has taken place. This may or may not be the country of
origin of the genetic resource the derivative is based on. It all depends on the location where this
senetic resource has been utilized ™

Hence, it is the country whete the derivative has been developed that has the legal authority to
determine whether a derivative other than a product is subject to PIC. In executing this authority,
the country will have to take inte account the more general criteria for an ABS-regime, such as
the efficiency and the practicability of the system Certainly other considerations such as the
freedom of research and economue value creation are other impeortant criteria for the providing
country to take into account. From this viewpednt, it would almost be impossible in practical
terms to submit such derivatives wnder PIC procedures. Hence, the IR should follow the approach
taken for good reasons by the Bonn Guidelines and refrain from relating PIC to derivatives that
have maintained the characteristic of a genetic resource.

Implications for Main Component A of the IR: Faiv and Equitabla Bengfit-Shaving

The situation with regard to benefit sharing and derivatives is different. According to Ast. 137
CED, benefits that arise from the utilization of genetic resources shall be shared with the Party
providing such resowrces, and be based cn muneally agreed terms (MAT).

As mentioned before, the three categories of “derivatives™ are results of such utilization no
matter whether they maintained or lost the characteristics of a genetic resource. Therefore, the
fact that the country of origin of a genetic resource may have lost its authority to deternune PIC
to a derivative’ of such a resource does not mean that this couatry would not be entitled to
benefit sharing anymore. Hence, the IR should state that benefits are to be shared with regard to
derivatives on the basis of an agreement between the provider and the user of the genetic
resource. The TR should highlight the smportance of passing on the benefit-sharing oblization

% For the wording of the relevant defintioms see Art. 2 CBD: “Comntry of origin of genetic resomces”, “cowmtry
providing genetc resowrces”, “domesticated or cultivated species”, and “in-zit conditons”.

T Art 2 CBD: "Country providing genetic resources” means the comiry supplying genetic resources collacted from
m-srtu sources, nchuding populations of both wald and domesticated species, or taken from ex-zitu sowmces, which
may or may not have ongmated in that commtry. In the hight of the above, At 15.6 CBD 1= becoming significant for
counmes of origin, Unnl now, dus Articls has drawn litle attention.

4 Sae above, fir 20 and corresponding text
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from the wser to a subsequent vser in case the genetic resowrce is transferred to another entity
during the development. Only the commercialization of the finished product ends the transferral
cbligation. In order to foster confidence in the regime the main component of the TR on
compliance will have to consider ways and means to assist the transfer of the benefit-sharing
cbligation.

Art. 157 distinguishes two different types of benefits: the results of research and development
and the benefits arising from the commercial and other utilization of genetic resources. The Bonn
Guidelines offer a more detailed list of possible monetary and nen-monetary benefits this
framewaorl. The utilization is the central element linking a genetic resource to benefit sharing =
Both, the Convention and the Guidelines, embed the concept of value creation and value addition
through utilization as trigger for benefit sharng. Locking at the values created i3 also a means to
identify the kind of benefits to be shared.

The understanding of “derrvative” and “product™ as mentioned in part IV A above reflects this
concept. It assists providers and users of genetic resources to identify the potential kinds of
benefits to be shared:

Category of derivative Primary benefit sharing Secondary benefit sharing
option option

used genetic resousce BEesults of B&D Non-monetary/monetary

undey research

Product under WNeon-monetary Menetary

development

Product Monetary Non-monetary

The closer the utlization gets to the commercialization stage, the more feasible monetary benefit
sharing becomes. The specific benefits to share in a particular ABS setting need of course to be
agreed upon in a MAT.

V.  Summary
The main findings can be summarized as follows:

(General considerations:

. The general criteria to guide the development of an understanding of the terms are the
following: practicability; efficiency; transparency; legal certainty and consistency of the
IE.

. The scope and the objectives of the CBD set the limits for the development of a common
understanding of the terms.

Biological and genetic resources:
. Thesre is no need to firther clarify the understanding of “biclogical resources”™ as At 15
CED refers only to “genetic resonrces™

= Tredt Young, pp. 35.
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. The term “genetic resources” should not be understood in a way as to cover trade in
biological and other conumodities.
. “Genetic material” can be obtained from five levels: the ecosystem level: the organism

level: the cellular and sub-cellular level; the genetic level; and the information level. The
general criteria have to assist negotiators to assess whether all or only some levels should
be included in the IR,

. CED’s definition of “genetic resousces” should be vnderstood as genetic material with
specific genetic properties of interest for academic and commercial vse, which can be
analyzed. charactenized, mmltiplied, propagated, fransferred into other organisms,
synthesized or otherwise submitted to a biotechneological process. This material is within
the scope of Art. 15 CED.

Derivatives and products:

. The term “derrvatives” can be differentiated into the categories of a) accessed genefic
resources for research; b) products vwoder development; and ©) products.

. There are two types of “derivatives™ the ones that maintain the characteristics of a

genetic resource, and the ones that lost thus characteristic.

. The type of “derivatives” that lost the characteristic of genetic resources falls outside the
scope of Art. 152 — 155 CBD and should not be dealt with in the component B of the IR
dealing with access to genetic resources. Alternafively, the IR could state that these
derivatives are not subject to PIC and other access procedures according to the CBD.

. In principle, “derivatives” that maintained the characteristics of a genetic resource are
submitted to the authority of the country providing these derivatives to determine PIC for
these denrvatives. However, based on general considerations about practicability and
efficiency of the ABS 3"-’5tE'ﬂl the TR should not relate PIC provisions to derivatives that
have maintained the ::haractmsnc of a genetic resource. Alternatively, the IR should
explicitly exempt derivatives from PIC.

All types and categories of derivatives can be subject to benefit sharing.
The categories of derivatives assist providers and vsers to determune the benefits to be
shared and to be included in MAT.
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1. SUBMISSIONS FROM NON-PARTIES
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UNITED STATES OF AMERICA

United States Department of State

Bureau of Oceans and International
Environmental and Scientific Affairs

Office of Ecology and Natural Resource
Conservation

October 16, 2008

Dr. Ahmed Djoghlaf

Executive Secretary

Secretariat of the Convention on Biological Diversity
413 Saint-Jacques Street, Suite 800

Montreal, QC H2Y IN9

Canada

Dear Dr. Djoghlaf:

This is in response to Notification SCBD/SEL/QJ/VN/GD/64650 (2008-104), inviting
written submissions to the meeting of the group of technical experts on concepts, terms,
working definitions and sectoral approaches. The United States appreciates the opportunity
to contribute to these discussions, and I submit the following points for consideration by the
group of technical experts with a view to advancing the work of the Working Group on
Access and Benefit Sharing,.

Different ways of understanding genetic resources

Taking the definition of “genetic resources” and “genetic material” in the CBD as a reference
point, it does seem that it would be expeditious to exclude certain types of resources from
coverage by the “international regime” currently under negotiation. We understand that
there is substantial support among other governments and stakeholders for narrowing the
scope of the regime to avoid overlap with other fora. Therefore, as a practical matter for the
purpose of these negotiations, the scope of genetic resources covered should at least exclude
inter alia the following:

(a) Human genetic resources;

(b) Pre-convention specimens, or those genetic resources that were acquired before the
entry into force of the Convention on Biological Diversity on December 29, 1993;

(¢) Genetic resources acquired between December 29, 1993, and the adoption of an ABS
regime;

(d) Ex-situ genetic resources;
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() Commodities in trade;
(D Marine genetic resources found in areas beyond national jurisdiction;
(g) Genetic resources located in the Antarctic Treaty area;

(h) Plant genetic resources covered by the FAO International Treaty of Plant Genetic
Resources for Food and Agriculture;

(i) Plant pathogens covered by the International Plant Protection Convention (IPPC).

We note that the United States believes that the centerpiece of any regime needs to be rules at
the national level regarding access and benefit sharing. Therefore, taking into account the
above-mentioned exclusions, it must be up to each national government to determine a
definition of “genetic resources.”

Different ways of understanding derivatives and products

The United States is concerned by proposals to include derivatives and products under any
adopted ABS regime(s). In our view, inclusion of either goes beyond the scope of the
Convention. Further, it is clear there is a divergence of views among Parties with regard to
what constitutes a derivative or a product, and there are strong differences in how different
sectors (pharmaceutical, industrial, chemical, agricultural, etc.) define these terms and
concepts. There was prolonged discussion of this issue during the lengthy negotiations of
the Bonn Guidelines and it does not seem expeditious or worthwhile to pursue this discussion
again in these negotiations.

Regarding different ways of understanding biological resources

Under the terms of the CBD, “biological resources” extends well beyond the subset of
“genetic resources” and therefore is beyond the scope of Article 15 of the Convention and
outside the mandate of the Working Group

Sectoral approaches

The U.S. national experience has shown that access and benefit sharing arrangements are
currently effectively negotiated on a case-by-case, contract basis. Such contracts allow the
flexibility necessary to provide for sector-specific approaches and best practices. Further,
contracts clearly identify responsibilities of the provider and recipient and provide a
mechanism for compliance through dispute settlement. These contracts are readily enforced
under national law, therefore providing clear relief in the case of a dispute.

We also note that governments, prominent industry organizations and other stakeholders in
various sectors make available sample Material Transfer Agreements (MTA) to their
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members. We encourage the Technical Experts Group to analyze samples of such
agreements for commonalities within and among sectors.

[ am including samples of MTAs for consideration by the Technical Experts Group from key
stakeholders in the United States. The attached MTAs are from Michigan State University,
the Biotechnology Industry Organization (BIO), and the National Institutes of Health (NIH).
They represent three of the leading sectors utilizing genetic resources. The NIH MTA is a
model that is basic to collaboration. Also included is a sample NIH letter of collection that
anticipates cooperation to collect, research, develop and license the resulting technology to a
company with a specific condition that it would share benefits with the source country.
Additionally, while not included with this letter, the USDA Agricultural Research Service
has a number of MTA samples that can be reviewed at this Website:
http://www.ars.usda.gov/Business/docs.htm?docid=2075

I'would like to express my appreciation for the Secretariat including the U.S. comments in
the synthesis paper presented to the Technical Experts Group in December.

Sincerely,

A Rl

A. David Miller
ABS Focal Point
United States of America

Attachments: As stated.
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Please note that the “Suggested Model Material Transfer Agreement” of the Biotechnology
Industry Organization (B1O), also submitted by BIO, is available from page 80 to 90.
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MICHIGAN STATE UNIVERSITY
OFFICE of INTELLECTUAL PROPERTY
MATFRTAL TEANSFERE AGEFEMENT

In consideration of the mwteal covenants contained herein and with the intention of being legally
bound under the laws of the State of Michigan the parties agree as follows:

L The Paties to this Agreement age: Michigan State University, 246 Admindstration
Building, East  Lansing, Michigan 48824 (hereinafter referred to as "MSU") and
(hereinafter referred to as "RECIPIEINT™)

=)

The "Material" coversd by this Agreement 13 defined as and includes the following:
. (hereinafter

referred to as "MATERIAL") developed by

£l RECIPIENT agrees that this MATERTAT will not be released to any person other than
the signatories of this Apreement except co-workers workang directly under a signatory's
supervision who have agreed to abide by the terms and conditions of this Agreement. Mo
one is perndtted to take or send this MATERIAL to any other location, unless prict
written permission is obtained from MSU; such permission will not be withheld
wareasonably.

4. This Agreement and the resulting transfer of MATERTATL constitute a restricted license
for RECIPIENT to use the MATERIAL solely for research purposes. MATERIAT wall
not be used for any purpose inconsistent with this Agreement. Commercial use of this
Material 5 strictly prohibited. Nothing in this Agreement grants RECIPIENT any
additional rights, either expressed or implied, to MSU patents, trademarks, copyrights,
know-how, or other intellectual property. Upon completion of the work: for which this
restricted license is granted, MATERTAT which has not been destroyed will be disposed
of as explicitly ditected by MSUL MSU retains title to the MATERIAL, and RECIPIENT
shall not obtain any ownership rights in MATERIAT. MATERIAT iz experimental in
nature and it 15 provided WITHOUT WARBANTY OF ANY S0RT, EXPEESSED OF
IMPLIED, INCLUDING  WITHOUT  LIMITATION  WARRANTIES OF
MERCHANTARILITY AND FITNESS FOR. A PARTICULAR. USE. MSU makes no
representation and provides no wamrant that the use of the MATERIAT will not infringe
any patent or proprietary rights of third parties.

5. RECIPIENT agrees that it will follow all applicable guidelines, laws, regulations, and
government agency suidelines regarding the use, transport, security, and disposal of such
MATEFRIAT.

&. If the RECIPIENT desires to nse or license the MATERTAT for conumercial purposes,
the RECIPIENT agrees, in advance of such use or licensing, to obtain a commercial
license from MESU. It is understood by the RECIPIENT that the MSLI shall have no
obligation to grant such a license to the EECIPIENT, and may grant exclusive of non-
exclusive cormercial licenses to others, or sell or assign all or part of the rights in the
MATERIAL to any other third party{ies). subject to any pre-existing rights held by others
and obligations to the United States Government.

T RECIFIENT hereby agrees_ upon the request of MSU. to provide MSTU with a report of
observations related to the MATERTAL by providing MSU with a description of the
results of research using the MATERIAT. To the extent that it 15 able, RECIPIENT will
acknowledge MSU's contribution.
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5. RECIPIENT hereby grants MSU a nonexclusive, rovalty-free right to use for its internal
research purposes any information or new material developed by RECIPIENT using the
MSU MATERIAT. MSU agrees not to publish results involving RECTPTENT'S data
without citing its source and giving credit of authorship/creatorship to RECTPTENT,

provided that is desired by RECIPIENT.

. Thiz Agresment will terminate on the earliest of the following dates: (1) when the
MATERIAT becomes generally available from third parties, for example, through
reagent catalogs, (2) on completion of RECIPIENT'S current research with the
MATERIAT, ot (3) on thirty (30) days wiitten notice by either party to the other.

10. The EECIPIENT assumes all liability for damage that may arise from its nse, storage or
disposal of the Material. MSU will not be liable to the EECIPIENT for any less, claim or
demand made by the RECIPIENT, or made against the RECTPIENT by any other party,
due to or arising from the nse of the Material by the EECIPIENT, except to the extent
pernutted by law when caused by the gross negligence or willfinl misconduct of MSTT

11.  RECIPIENT agtees to pay MSU
preparation ad distribution costs.

United States Dollars (% USD) for its

12. Thiz Agresment shall be executed by all Parties through a duly authorized representative
and shall be effective as of the date of last signing.

MICHIGAN STATE UNIVERSITY

By:

vped Name: Michael B Poterala
Title: Executive Director
Address: 2727 Alliance Drive
Second Floor, Suite D
Lansing, MI 43910

Date:

MICHIGAN STATE UNIVERSITY
Scientist

Byv:

yped Name:

Address:

Date:

RECIPIENT:

By:

Typed Name:

Title:

Diate:

RECIPIENT
Scientist

By:

Typed Name:

Address-

Diate:
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LETTER OF COLLECTION

Agreement Between
[Source Country Organization, SCO]
and the
Developmental Therapeutics Program
Division of Cancer Treatment and Diagnosis
National Cancer Institute

The Developmental Therapeutics Program (DTP), Division of Cancer Treatment and Diagnosis
(“DCTD”), National Cancer Institute (NCI) is currently investigating plants, micro-organisms, and marine
macro-organisms as potential sources of novel anticancer drugs. The DTP is the drug discovery program
of the NCI which is an Institute of the National Institutes of Health (NIH), an arm of the Department of
Health and Human Services (DHHS) of the United States Government. While investigating the potential
of natural products in drug discovery and development, NCI wishes to promote the conservation and
sustainable utility of biological diversity, and recognizes the need to compensate [Source Country, SC]
organizations and peoples in the event of commercialization of a drug developed from an organism
collected within their country’s borders.

As part of the drug discovery program, DTP has contracts with various organizations for the collection of
plants, micro-organisms and marine macro-organisms worldwide. DTP has an interest in investigating
plants, micro-organisms and marine macro-organisms from [Source Country], and wishes to collaborate
with the [Source Country Government (SCG) or Source Country Organization(s) (SCO)] as appropriate in
this investigation. The collection of plants, micro-organisms and marine macro-organisms will be within
the framework of the collection contract between the NCI and the NCI Contractor [Contractor] which will
collaborate with the appropriate agency in the [SCG or SCO]. The NCI will make sincere efforts to
transfer knowledge, expertise, and technology related to drug discovery and development to the
[appropriate Source Country Organization (SCQ] in [Source Country] as the agent appointed by the [SCG
or SCOQ], subject to the provision of mutually acceptable guarantees for the protection of intellectual
property associated with any patented technology. The [SCG or SCO], in turn, desires to collaborate
closely with the DTP/NCI in pursuit of the investigation of its plants, micro-organisms and marine macro-
organisms, subject to the conditions and stipulations of this agreement.

A. The role of DTP, DCTD, NCI in the collaboration will include the following:

1) DTP/NCI will screen the extracts of all plants, micro-organisms and marine macro-
organisms provided from [Source Country] for anticancer activity, and will provide the
test results to [SCO] on an annual basis. Such results will be channeled via Contractor.

2) The parties will keep the test results and subsequently-developed data confidential until
approved for publication by the parties. Before either party submits a paper or abstract
containing test results for publication, the other party shall have 60 days to review and, as
necessary file a sole or joint patent application in accordance with Article 6.

3) Any extracts exhibiting significant activity will be further studied by bioassay-guided
fractionation in order to isolate the pure compounds(s) responsible for the observed
activity. Since the relevant bioassays are only available at DTP/NCI, such fractionation
will be carried out in DTP/NCI laboratories. A suitably qualified scientist designated by
[SCO] may participate in this process subject to the terms stated in Article 4. In addition,
in the course of the contract period, DTP/NCI will assist the [SCO], thereby assisting the
[Source Country], to develop the capacity to undertake drug discovery and development,
including capabilities for the screening and isolation of active compounds from plants,
micro-organisms and marine organisms.

4) Subject to the provision that suitable laboratory space and other necessary
resources are available, DTP/NCI agrees to invite a senior technician or scientist

/...
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5)

6)

7)

8)

9)

10)

designated by [SCO] to work in the laboratories of DTP/NCI or, if the parties agree, in
laboratories using technology which would be useful in furthering work under this
agreement. The duration of such visits would not exceed one year except by prior
agreement between [SCO] and DTP/NCI. The designated visiting scientist(s) will be
subject to provisions usually governing Guest Researchers at NIH. Salary and other
conditions of exchange will be negotiated in good faith. Costs and other conditions of
visits will also be negotiated in good faith prior to the arrival of the visiting scientist(s).

In the event of the isolation of a promising agent from a plant, micro-organism or marine
macro-organism collected in [Source Country], further development of the agent will be
undertaken by DTP/NCI in collaboration with [SCO]. Once an active agent is approved
by the DTP/NCI for preclinical development, [SCO] and the DTP/NCI will discuss
participation by SCO scientists in the development of the specific agent.

The DTP/NCI will make a sincere effort to transfer any knowledge, expertise, and
technology developed during such collaboration in the discovery and development
process to [SCO], subject to the provision of mutually acceptable guarantees for the
protection of intellectual property associated with any patented technology.

DTP/NCI/NIH will, as appropriate, seek patent protection on all inventions developed
under this agreement by DTP/NCI employees alone or by DTP/NCI and [SCG or SCQ]
employees jointly, and will seek appropriate protection abroad, including in [Source
Country], if appropriate. All resulting patent applications and patents shall be assigned to
the U.S. Department of Health and Human Services and managed by NIH. Under current
NIH policy, all inventors of such assigned patents may receive royalties in accordance
with said NIH policy for any royalty-bearing license(s) for these patent(s).

All licenses granted on any patents resulting from this collaboration shall contain a clause
referring to this agreement and shall indicate that the licensee has been apprised of this
agreement.

Should an agent derived from an organism collected under the terms of this agreement
eventually be licensed to a pharmaceutical company for production and marketing,
DTP/NCI will request that NIH/OTT require the successful licensee to negotiate and
enter into agreement(s) with the appropriate [SCG] agency(ies) or [SCO] within twelve
(12) months from the execution of said license. This agreement(s) will address the
concern on the part of the [SCG or SCO] that pertinent agencies, institutions and/or
persons receive royalties and other forms of compensation, as appropriate.

The terms of Article 8 shall apply equally to inventions directed to a direct isolate from a
natural product material, a product structurally based upon an isolate from the natural
product material, a synthetic material for which the natural product material provided a
key development lead, or a method of synthesis or use of any aforementioned isolate,
product or material; though the percentage of royalties negotiated as payment might vary
depending upon the relationship of the marketed drug to the originally isolated product.
It is understood that the eventual development of a drug to the stage of marketing is a
long term process which may require 10-15 years.

In obtaining licensees, the DTP/NCI/NIH will require the license applicant to seek as its
first source of supply the natural products from [Source Country]. If no appropriate
licensee is found that will use natural products available from [Source Country], or if the
[SCG] or [SCO] as appropriate, or its suppliers cannot provide adequate amounts of raw
materials at a mutually agreeable fair price, the licensee will be required to pay to the
[SCG] or [SCO] as appropriate, compensation (to be negotiated) to be used for expenses
associated with cultivation of medicinal organisms that are endangered or for other
appropriate conservation measures. These terms will also apply in the event that the

/...
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licensee begins to market a synthetic material for which a material from [Source Country]
provided a key development lead.

Article 10 shall not apply to organisms which are freely available from different countries
(i.e., common weeds, agricultural crops, ornamental plants, fouling organisms) unless
information indicating a particular use of the organism (e.g., medicinal, pesticidal) was
provided by local residents to guide the collection of such an organism from [Source
Country], or unless other justification acceptable to both the [SCG or SCO] and the
DTP/NCI is provided. In the case where an organism is freely available from different
countries, but a phenotype producing an active agent is found only in [Source Country],
Article 10 shall apply.

DTP/NCI will test any pure compounds independently submitted by the [SCG or SCO]
scientists for antitumor activity, provided such compounds have not been tested
previously in the DTP/NCI screens. If significant antitumor activity is detected, further
development of the compound may, as appropriate, be undertaken by DTP/NCI in
consultation with the [SCG or SCO].

Should an NCI/NIH patent on an agent derived from the submitted compound(s)
eventually be licensed to a pharmaceutical company for production and marketing,
DTP/NCI will request that NIH/OTT require the successful licensee to negotiate and
enter into agreement(s) with the appropriate [SCG agency(ies) or SCO] within twelve
(12) months from the execution of said license. This agreement will address the concern
on the part of the [SCG or SCO] that pertinent agencies, institutions and/or persons
receive royalties and other forms of compensation, as appropriate.

DTP/NCI may send selected samples to other organizations for investigation of their anti-
cancer, anti-HIV or other therapeutic potential. Such samples will be restricted to those
collected by NCI contractors unless specifically authorized by the [SCG or SCQO]. Any
organization receiving samples must agree to compensate the [SCG or SCO] and
individuals, as appropriate, in the same fashion as described in Articles 8-10 above,
notwithstanding anything to the contrary in Article 11.

B. The role of the Source Country Government ("'SCG'") or Source Country Organization(s)
(""SCO™) in the collaboration will include the following:

1)

2)

3)

4)

The appropriate agency in [SCG or SCO] will collaborate with Contractor in the
collection of plants, micro-organisms and marine macro-organisms, and will work with
Contractor to arrange the necessary permits to ensure the timely collection and export of
materials to DTP/NCI.

Should the appropriate agency in [SCG or SCO] have any knowledge of the medicinal
use of any plants, micro-organisms and marine macro-organisms by the local population
or traditional healers, this information will be used to guide the collection of plants,
micro-organisms or marine macro-organisms on a priority basis where possible. Details
of the methods of administration (e.g., hot infusion, etc.) used by the traditional healers
will be provided where applicable to enable suitable extracts to be made. All such
information will be kept confidential by DTP/NCI until both parties agree to publication.

The permission of the traditional healer or community will be sought before publication
of their information, and proper acknowledgment will be made of their contribution.

The appropriate agency in [SCG or SCO] and Contractor will collaborate in the provision
of further quantities of active raw material if required for development studies.

In the event of large amounts of raw material being required for production, the
appropriate agency of the [SCG or SCQO] and Contractor will investigate the mass
propagation of the material in [Source Country]. Consideration should also be given to

/...
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sustainable harvest of the material while conserving the biological diversity of the region,
and involvement of the local population in the planning and implementation stages.

5) [SCG or SCG] and SCO scientists and their collaborators may screen additional samples
of the same raw materials for other biological activities and develop them for such
purposes independently of this agreement.

This agreement shall be valid as of the date of the final authorized signature below for an initial period of
five (5) years, after which it can be renewed by mutual agreement. It may be amended at any time subject
to the written agreement of both parties. Copies of such amendments will be kept on file at both of the
addresses indicated below.

For the National Cancer Institute: For [SCI] or [SCO]:

John E. Niederhuber, M.D. Name (typed):
Director, National Cancer Institute Title:

Date Date

mailing and contact address: mailing and contact address:

Technology Transfer Branch

National Cancer Institute at Frederick
Fairview Center, Suite 500

1003 - W. 7" Street

Frederick, Maryland 21701-8512 U.S.A.
Telephone: 301-846-5465

Facsimile: 301-846-6820
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MASTER ACGREEMENT BEGARBRDING USE OF THE
TUMIFORM BIOLOGICAL MATERTAT, TRANSFER ACHEEMENT
dated March &, 1935

Upon execution of an Implementing Letter in the form attached, which specifies
the materials to be transferred, this crganization agreses to be bound by the
terms of the attached Uniform Biclogical Material Transfer Agresment ("UEMIA")
published in the Federal Begister on March 8, 193%5.

Attachments: TIEMTR
Implementing Letter

Organization:
Addresa:

Authorized Official:

Title:

Signature: Date:

Pleass return an executed copy of this Master Agreement to:
The TUBMTAR Project
Aasociation of University Technology Managers (ATTH)
60 Bevere Driwve, Suite 500
Horthbrook, IL 60062

LUTH will be maintaining signed criginals and the official list of signatory
ocrganizations.
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1.

oy

[re)

1a.

THEE TRIFOEM BIOLOGICAL MATERIAL TRANSFER AGEEEMENT

{dated March 2, 1555)

[

I. Definitions:

PFROVIDER: COrganization providing the ORIGINAL MATERTAL. The
name and address of this party will be specified in an implementing
latter.

PROVIDER SCIEMTIST: The name and address of this party will ke
specified in an implementing letter.

BECIFIENT: OJrganization recsiving the ORIGIMAL MATERTAL . The nams
and address of this party will be specified in an implementing
latter.

BRECIFIENT SCIENTIST: The name and address of this party will ke
specified in an implementing letter.

ORIGIHAL MATERIAL: The description of the material being
transferred will lpe specified in an implementing letter.

MATERIAL: OFRIGIMAL MATERIAL, FROGENY, and UNMODIFIED DERIVATIVES .
The MATERIAL shall not include: (a) MODIFICATIONS, or (k) other
substances created by the BFECIPIENT through the use of the MATERTAL
which are not MODIFICATIONS, PROGENY, or UHMODIFIED DERIVATIVES .

PROGENY: Ummodified descendant from the MATERIAL, such as wirus
from virus, cell from cell, or organism from organism.

URMODIFIED DERIVATIVES: Substances created by the BECIPIENT which
constitute an unmodified functiomal subunit or product expressed by
the ORIGINAL MATERTAL . Some examples include: subclones of
unmodified cell lines, purified or fracticnated subsets of the
ORIGIKAL MATERTAL, proteins expressed by DHA/BWA supplied by the
PROVIDER, or monoclonal antibodies secreted by a hybridoma cell
line.

MODIFICATIONS: Sulbstances created by the BECIPIENT which
contain/incorporate the MATERTATL.

COMMERCTAL, PURPOSES: The sale, lease, license, or other transfer of
the MATERIAL or MODIFICATIONS to a for-profit organization.
COMMERCIAL PURPOSES shall alsc includs uses of the MATERIAL or
MODIFICATIONS by any crganization, including BECIPIENMT, to perform
contract research, to screen compound libraries, to produce or
manufacture products for general sale, or to conduct research
activities that result in any sale, lease, license, or transfer of
the MATERIAL or MOODIFICATIONS to a for-profit organization.
However, industrially sponsored academic research shall not be
considersed a use of the MATERIAL or MODIFICATIONS for COMMERCIAL
PORPOSES per se, unless any of the above conditions of this
definition are met.
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1. HONPREOFIT ORGANIZATIOMN (S5): A university or other institution of

higher education or an organization of the type described in section
E01{c} (3) of the Internal Bewvenue Code of 1354 (2€ U.5.C. 501{c))
and emempt from taxation under section 501{a) of the Internal
Bevenue Code (26 U.5.C. 50lia)) or any nonprofit scientific or
educational crganization gqualified under a state nonprofit
organization statute. As used herein, the term alsc includes
govVernment agencies.

Terms and Conditions of this Agreement :

1.

The PROVIDER retains ownership of the MATERTAL, including any
MATERIAL contained or incorporated in MODIFICATIONS .

The BECIFIENT retains ownership of: (a) MODIFICATIONWS (except that,
the PROVIDER retains ownership rights to the MATERTAL included
therein), and (b) those substances created through the use of the
MATERIAL or MODIFICATIONS, but which are not PROGENRY, UNMODIFIED
DERIVATIVES or MODIFICATIONS (i.=., 4o not contain the ORIGIHAL
MATERIAL, PROGENY, UNMODIFIED DERIVATIVES). If either 2ia)l or 2ik)
rasults from the collaborative efforts of the FPROVIDER and the
BECIFIENT, joint ownership may be negotiated.

The BECIFIENT znd the EECIPIENT SCIENTIST agres that the MATERIAL:

{al is to be used sclely for teaching and academic research
PUrposes;
(b} will not e used in human subjects, in clinical trials, or for

diagnostic purposes inwvolving human subjects without the
written consent of the FROVIDER;

{c) is to be used only at the BECIPIENT corganizaticon and only in
ths BECIPIENT SCIENRTIST's lasboratory under the dirsction of
the BECIPIENT SCIENTIST cor others working under his/her direct
supervision; and

{d} will not be transferred to anyone else within the BECIPIENT
organization without the prior written consent of the
FROVIDER.

The BECIFIENT and the BECIPIENT SCIEMNTIST agres to refer to the
PFROVIDER any reguest for the MATERTAL from anyone other than those
persons working under the BECIPTENT SCIENMTIST's direct supervision.
To the extent supplies are avallable, the PROVIDER or the PROVIDER
SCIEMTIST agrees to make the MATERTAL available, under a separats
implementing letter to this Agreement or other agreement having
terms consistent with the terms of this Agresement, to other
scientists (at least those at NONFROFIT ORGANIZATION(S) who wish to
replicate the BECIPIENT SCIENTIST's ressarch; provided that such
other scientists reimburse the PROVIDER for any costs relating to
the preparation and distribution of ths MATERTIAL.

lal Thez BECIPIENT azand/or the BECIPIENT SCIENTIST shall have the
right, without restriction, to distribute substances created
by the BEECIPIENT through the use of the OBIGINAL MATERTAL only
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)

if those substances are not PFROGENY, THMODIFIED DERIVATIVES,
or MODIFICATIONS.

(b} Under a separate implementing letter to this Agreement {or an
agreement at least as protective of the PROVIDER's rights),
the RECIPIENT mayv distribute MODIFICATIONS to ROMPROFIT
ORGANTIEATION (5) for ressarch and teaching purposes only.

[}

Without written consent from the PROVIDER, the EECIPIENT
and/or the BECIPIEMT SCIENTIST may MOT provide MODIFICATIONS
for COMMERCTAL FURPOSES. It is recognized by the BECIPIENRT
that such COMMERCIAL PUBPOSES may reguire a commercial license
from the PROVIDER and the FROVIDER has no cbhligation to grant
& commercial license to i1ts ownership interest in the MATERTAL
incorporated in the MODIFICATIONS. Nothing in this paragraph,
however, shall prevent the BECIPIENT from granting commercial
licenses under the BRECIPIENT's intellectual property rights
claiming such MODIFICATIONS, or methods of their manufacture
or their use.

The BECIPIENT acknowledges that the MATERIAL is or may be the
subject of a patent application. Except as provided in this
agreement, no express or implied licenses or other rights are
provided to the EECIPIENT under any patents, patent applications,
tradse secrets or other proprietary rights of the PROVIDER, including
any altersd forms of the MATERTAL made by the FROVIDER. In
particular, no express or implied licenses or other rights are
provided to use the MATERIAL, MODIFICATIONS, or any related patents
of ths FROVIDER for COMMERCIAL PURPOSES.

If ths BECIPIENT desires to use or license the MATERTAL or
MWODIFICATIONS for COMMERCIAL FURPOSES, the EECIPIENT agrees, in
advance of such use, to negotiate in good faith with the PROVIDER to
establish the terms of a commercial license. It is understood by
the BECIFIENT that the PROVIDER shall have no cbligation to grant
such a license to the BECIPIENT, and may grant exclusive or non—
exclusive commercial licenses to others, or sell or assign all or
part of the rights in the MATERTAL to any third party(ies), subject
to any pre—existing rights held by others and cbligations to the
Federal Government.

The BECIFIENT is free to file patent application(s) claiming
inventions made by the BECIPIENT through the use of the MATERTAL kbut
agress to notify the PFROVIDER upcon filing a patent application
claiming MODIFICATIONS or method({s] of manufacture or use({s] of the
MATERTAT.

Zny MATERIAL delivered pursuant to this Agreement is understood to
e experimental in nature and may hawve hazardous properties. The
PROVIDER MRZFES MO BEPRESENTATICHS AND EXTENDS HO WARBANTIES OF ANY
HIND, EITHEER EXPRESSED COR IMPLIED. THEEE ABE MO EXPRESS O2 IMPLIED
WARRANTIZS OR MERCHRNTREILITY OR FITHWESS FOR 2 PARTICULARE PURPCSE,
CR THAT THE USE OF THE MATERIAL WILL HNCR INFEINEE RNY EBRTENT,
COPYRIGHT, TRADEMARE, OR CTHER PROPRIETARY RIGHTIS.
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10. Emcept to the extent prohibited by law, the RECIPIENT assumes all
liskility for damages which may arise from its use, storage or
disposal of the MATERIAL. The PFROVIDER will not ke liakle to the
BECIFIENT for any loss, claim or demand made by the BECIPIENT, or
made against the BECIPIENT by any other party, dus to or arising
from the MATERTAL by the BECIPIEMNT, excsept to the extent permitted
by law when caused by the gross negligence or willful misconduct of
the FROVIDER.

1l1. This agresment shall not be interpreted to prevent or delay
publication of research findings resulting from the use of the
MATERITAL or the MODIFICATIOWS. The BECIPIENT SCIEMTIST agress Lo
provide appropriate acknowledgement of the source of the MATERIAL in
all publications.

12. The BECIFIENT agrees to use the MATERTAL in compliance with all
applicable statutes and regulations, including Puklic Health
Barvice and Watiomal Institutes of Health regulations and guidelines
such as, for emample, those relating to research involving the use
of animals or recombinant DHE.

13. This Agreement will terminate on the earliest of the following
dates: (al when the MATERTAL becomes generally available from third
parties, for emample, through reagent catalogs or public
depositories, or (b)] on completion of the BRECIPIENT's current
research with the MATERTAL, or (¢} on thirty (30) days written
notice by either party to the other, or (d) on the date specifisd in
an implementing letter, provided that:

P

{i) if termination should occur under l3{a), the BECIPIENT shall
ke bound to the FROVIDER by the least restrictive tarms
agpplicable to the MATERIAL cbtained from the then-available
sources; and

{11} if termination should cccur under 13(k) or {d) abowe, the
RECTPIENT will discontinus its use of the MATERTAL and will,
upon direction of the PROVIDER, return or destroy any
remaining MATERIAL. The BECIPIENT, at its discretion, will
also either destroy the MODIFICATIONS or remain bound by the
terms of this agreement as they apply to MODIFICATIONS; and

{11i) in the ewvent the PROVIDER terminates this Agresement under
13 i(c) other than for breach of this Agreement or for cause
such as an imminent health risk or patent infringemsnt, the
FROVIDER will defer the effective date of termination for a
pericd of up to one year, upon request from the BRECIPIENT, to
permit completion of research in progress. Upcon the effecti
date of termination, or if requested, the deferred effectiwve
date of termination, BECIPIENT will discontinue its use of the
MATERTAL and will, upon direction of the PROVIDER, return or
destroy any remaining MATERTAL. The BECIPIENT, at its
discretion, will also either destroy the MODIFICATIONS or
remain bound by the terms of this agreement as they apply to
MODTFICATIONS.

14. Paragraphs €, %, and 10 shall surviwve termination.
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15. The MATERIAL is provided at no cost, or with an optional transmittal
fze solely to reimburss the PROVIDER for its preparation and
distribution costs. If a fee i1s reguested by the PROVIDER, the
amount wWill be indicated in an implementing letter.
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JEMTE TMPLEMENTING LETTER

memorliallze the
ldentlifled belowl
UBMTA"™ | publis

a record of the blologleal material transfer, ©o
{identified baelow) and the REC ENT BCIENTIET
of the Uniform
1938, and
fled copy of tha UBMT .
ENT SCIEMTIET la not : rlzed rtify on behalf of The RECIFTENT

ENTIST (and the Autho ed Orfficlal of RECIFIENT, 1f necessary| should sign both
rn one slgned copy to the FROVIDER. The FROVIDER SCIENTIST will forward the

ENT SCIENTIET upon receipt of the aslgned copy Ir the RECIFIENT organlization. This
affectlve when aslgned by all partles. The partles executing thls lmplementling Letter
amotly Long have accepied and aslgned an unmedlfled copy of the UBMTA, and

irther agrae to be bound by the terma, for the tranafer specified abowe. Flease flll in all of the blank lines
b L cis

ized Official alas

1. ORISINAL MATERIAL (Enter desaription

2. Optional Termination Date: 2. Optional Tranamittal Fee (to reimbuaras the FROVIDER
for preparation and distribation coata)
Amount: £

4. TFROVIDER (drganization providing the CRIJIHAL HATERIAL)

a. Mama of Crgani

b Straat Addrass:

riState/Iiptd:

5. PROVIDER SCIENTIST

& Hama and Titla:z

b Straet Addrass:

a/Blptd:

4. gignature Data:

6. EFECIPIENT SCIENTIST

&. MHame and Titlae:
b. Strast Address:

[= i

State/Tip+d:

d. dignature Data:

7. EECIPIENT ORIAMNIZATION CERTIFICATION (deganizaticn recedwving the ORIGIHAL HATERIAL)

I hereby certify

. zation has accepied and algned an uneodified copy of the
UWEMTR [may b tha

authorized by the RECIFIENT organization).
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Har nd Tit
: at Add
City/State/Tipsd
1 81 re
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1. SUBMISSIONS FROM INTERNATIONAL ORGANIZATIONS, NON-
GOVERNMENTAL ORGANIZATIONS AND STAKEHOLDERS



UNEP/CBD/ABS/GTLE/1/2

Page 64

ACCESS AND BENEFIT SHARING ALLIANCE (ABSA)

ABSA

October 17, 2008

Mr. Ahmed Djoghlaf

Executive Secretary

Convention on Biclogical Diversity
413 5t. Jacques Street, Bth Floor
Montreal, Quebec

Canada H2Y 1N3

Dear Ahmed:

As noted, members of the Access and Benefit Sharing Alliance (ABSA) have been
working closely with the International Chamber of Commerce (ICC), as well as other
national and regional industry advocacy organizations, on sectoral issues before the
upcoming Technical Experts Group (TEG) on Concepts, Terms, Working Definitions and
Sectoral Approaches.

In response to CBD Notification SCBD/SEL/OJNVN/GDVB4650, reissued 18 August
2008, the ABSA is writing to associate itself with the ICC's paper: Accass and Benefit
Sharing: Sectoral approaches, Concepts, Terms, Working Definitions. In addition, we
are taking this opportunity to formally submit the ABSA ABS Megotiating Principles for
consideration by the CBD TEG on Concapts, Terms, Working Definitions and Sectoral
Approaches, scheduled for Windhoek, Namibia, 2-5 December 2008. We hope that
these documents will be helpful.

History teaches us that it is difficult to predict the course of science and the needs of
society. Accordingly, it is important that the ABS IR be realisfic in its jurisdictional scope
and provide as much flexibility as possible for all stakeholders. One key concern shared
by ABSA Members and reflectaed in the cross-industry |CC paper is that ensure a
transparent, non-discriminatory (i.e. domestic vs. foreign), and predictable ABS
International Regime that will enable the parties to ABS agreements to reach mutual
agreed terms (MAT) in a non-bureaucratic framework for creation of meaningful benefits
from sustainable uses of genetic resources.

ABSA Members look forward to continuing our close engagement on these important
issues in the coming weeks and months and to gaining greater clarity on concepts,
terms and working definitions to identify options and cutcomes that broadly reflect
concemns of innovative life sciences companies.

Warm regards,

Susan K. Finston
Executive Diractor

1101 Pennsylvaria Avenue MW, Sulte 600 Washingbor, DC 20004 1.200.756. 7740 veloe 1202230855000 wwweaba-alllarce.crg
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ABSA

ABS NEGOTIATING PRINCIPLES
INTRODUCTION:

Az a core stakeholder in development of any International Regime ([R) relating to
feccess and Benefit Sharing (ABS), Members of the Access and Benefit Sharing
Alliance (ABSA) are committed to identifying practical ABS approaches with
demonstrated real-world benefits at the Convention on Biclogical Diversity’s (CBD)
Ninth meeting of the Conference of the Parties (COP 9) in Bonn, Germany.

In thiz practical approach, we note that a number of pricr ABS approaches have fallen
short of expected benefitz, including policies relating to mandatory disclosure of
source, origin and proof of benefit sharing. Equally important, negotiation of the ABS
IR should be based on organizaticnal principles that ensure a transparent, eguitable,
consistent and predictable ABS negotiating process and cutcomes.

In that spirit, ABSA Members provide the following principles.

PREAMEIE-
ABSA Members:

Reaffirm their commitment to respect the sovereign rights of CBD members
over their in situ genetic resources (GR) and to the equitable sharing of the
commercialization of GR and any related relevant traditional knowledge (TK)
derved from indigenous and local communities, assuming a clear,
internationally accepted definition of TE.

Underscore industry’s established track record of compliance with the Bonn
Guidelines, including Pricr Informed Consent (PIC), Mutually Agreed Terms
(MAT) and equitable benefit sharing.

Support development of comprehensive digital libraries or registries to help
identify holders of GR; capacity building to promote best practices for IP

management; and the use of model Material Transfer Agreements (MTAs) to
ensure effective compliance with PIC and MAT and to provide front-loaded

benefits and clarity and fairness in the disposition or sharing of intellectual
property rights.

Believe that thers is an increasing recognition among the parties, indigenous
communities and NGOs of industry’s critical role as a key stakeholder and
generator of commercial benefits from biclogical diversity.

1101 Penneylvars Avenue MW, Sulte 800 Washington, DC 20004 1202756 7740 veeoe 1 202.330.65501a,.  wwweaba-alllanceong
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EBSA ABS Negotiating Principles

p. 2of 4

PRINCIPLES:

An ABS International Recime (ABS IR) should include measures that ensure
ecuitable and non-discriminatory terms for access to GR, demonstrably
generate benefits, and provide positive incentives to encourage mutually
beneficial and environmentally sustainable commercialization of genetic
TES0UICES.

An ABS IR should be based on reality and the actual experiences of
stakeholders either at the local, regional or state level, including the actual
experiences of countries, indigencus communities, NGOs, and industry.

An ABS IR should recognize the ground realities by which businesses operate
so that appropriate incentives are balanced against necessary enforcement
provisions for the benefit of all stakeholders.

To ensure a workable system, all stakeholders (countries, indigenous
communities, NGOz and industry) should participate broadly in the
elaboration of an ABS IR

NGO and industry groups should be encouraged to participate in the
elaboration of an ABS IR, regardless of whether their national governments are
currently CBED Members.

Development of ABS elements should reflect the mmdividual needs and
experiences of CBD Members at various stages of economic development,
which suggests a bottom-up, “cafeteria-style” approach rather than a “top
down” one-size-fits-all regime based on a single legally binding instrument.

fn ABS TR should be amenable to simple and expeditious implementation,
taking into account the individual needs and experiences of CBED Members.

An ABS IR should include national regulation and enforcement mechanisms.
The Parties, with the participation of stakeholders, should also consider issues
of extra-territerial enforcement.

An ABS IR should ensure transparency, predictability, consistency, durability
and non-discriminatory treatrnent with respect to both access and compliance
through the inclusion of clear definitions consistent with the terms and
jurisdictional limitations of the CBD itself.

The CED ABS WG should continue to rely on such other intermaticnal
organizations as the FAQ, WIPO, WTO, as appropriate, for technical input
during the 2007-2010 period.

Supporting work by other international organizations, while essential to the
work of the ABS WG, should respect the CBD's unicue mandate and remit for
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EB35A ABS Negotiating Prineciples
B 3ofd

comprehensive ABS negotiations and not prejudge the outcomes of the
deliberations of the ABS WG. In this respect, the CBD should continue to rely
upcon the unique expertise and mandate of WIPO with regard to the
harmonization of intellectual property standards.

AREAS OF CONTINUING DISAGREEMENT
*  New Additional Mandatory Disclosure Obligations

Patent disclosure obligations enacted by CBD Members have had a
documented chilling effect on bicprespecting and GR commercializaticn. By making
patent protection for GR commercialization contingent on an ex post examination of
the sufficiency of the disclosure, mandatory patent disclosure reqimes place at risk
the very basis for the recoupment of investment. [Patent disclosure obligations do not
create ABS benefits, are polarizing and drive stakeholders further apart].

* Certificates of Source, Origin and Legal Provenance

ABSA Members do not support the development of a certificate system that
would create an additional formality or condition of patentability for biotechnology
inventions. They also do not view the CBED Experts Group on Certificates as fully
representing the broad spectrum of views found in the biotechnelogy sector. The
group, if reconvened in the future for additional work, should ke broadened to reflect
the diverse needs and experiences of industry. The CBD Experts Group on
Technology Transfer may provide a model for inclusion of more than one industry

representative allowing representation of different segments of the biotechnology
sector.

* Areas Beyond the Jurisdiction of the Convention

Difficult issues for the ABSA include suggested coverage of both in situ and ex
situ resources; pre-CBD va. post 1994 GR bioprospecting; human vs. plant and animal
CR; and products va. derivatives of GR. Boundary lines should be drawn consistent
with the obligations and explicit legal boundaries of the CBD Treaty, az exemplified
by the Bonn Guidelines.

A1l stakeholders require clear boundaries to commit resources to participation in an
ABS IR Without a precise understanding of important terms such as "genetic
rescurces, products and/or derivatives,” it is impossible for any private company to
enter inte an agreement with indigenous communities or other holders of traditional
knowledge.

* Lack of Clarity Over the Definition of Traditional Enowledge (TK)

A precizse understanding of this important term is also needed before private
companies are able to enter inte agreements with indigencus communities or other
helders of TE. Moreover, if more than one indigenous community (within a country or
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ABSA EBS Negotiating Principles
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otherwise) states a claim to the same TE, there needs to be a clear approach to TK
rights that does not threaten a private company that has acted in good faith and is
working on the basis of PIC and MAT with one of these communities (or with a focal
point of a CBD Member that has entered into good faith PIC and MAT with a
community). Unless and until further international consensus is reached on the issue
of TK, the ABS IR should follow the precedent established by the Bonn Guidelines.
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BIOTECHNOLOGY INDUSTRY ORGANIZATION (BIO)

COMMENTS OF THE BIOTECHNOLOGY INDUSTRY ORGANIZATION (BIO) ON
ISSUES TO BE ADDRESSED BY THE TECHNICAL EXPERETS GROUP ON
CONCEPTS, TERMS, WORKING DEFINITIONS AND SECTORAL APPROACHES

Introduction:

Decision D12 of the Ninth Session of the Conference of the Partes (COP-9) of the Convention on
Biological Diversity (CED) “[ifnvites Parties, Governments, international organizations. indigenous and
local conmmmities and relevant stakeholders to provide information and visws related to the issues to be
addressed by each expert group.”

The Biotechmology Industry Orgamization (BIO) appreciates this opporfuuty to set forth its views on
matters to be addressed by the Techmical Expert Group on Cencepts, Terms, Working Defimtions and
Sectoral Approaches (“Concepts TEG™). BIO respectfully recuests that the experts selected for the
Technical Experts Group take these conupents into consideration during their deliberations.

General Comments:

Scope of the Intamational Regime:

BIO members firmly belisve that the proposed infemational regime on access and benefit-sharing should
be within the scope of the CBD. For example, under the CBD, the access and benefit-sharing prowisions
only apply to access of “genetic respurces.” Therefore, the rules in the international regime mposed with
respect to genefic resources should be applied consistently with the definiton of genetic resources m
CBD Arficle 2 and should not cover the broader concept of biological materials or categories such as
derivatives or products, however defined Suppliers and reciplents of genetic resources, however, may
elect to assess benefits on biological materials or derrvatives ansing from the use of those resources
through nmtually agreed terms.

The mternationzl regime should prowvide for approprniate exclusiens, including those areas already
explicitly excluded from the CBD, such as human genetic resources' In addiion, pathogens and
commpodities (genstic resources already made freely available) should be exclnded from the nfernational
regime. The paradigm wnderlying the CBD access and benefit-sharing rules is “bio-prospecting” for
genetic resources.  That is, a research enfity sesks to access a genetic resource i 5ime o I &n ex ity
collection and to develop 2 commereially viable product therefrom  Access to pathogens and to genefic
resowurces that are made freely available do not fit tis paradigm  Thus, applying the sccess and benefit-
sharing chligations in the CBD to pathogens and commedities does not appear to be socially beneficial,
and 1t would be mappropriate to apply these mles in the intermational regime based en the paradizm to
pathogens and commodities.

No “One Size Fits A" Approach for Access and Bengfit-shaving:

It 15 also our song belief that suppliers and recipients of genetic rescurces will cbiain optinmun economic
and social benefits through the negotiation of “nmiually agreed temms™ for access and benefit-shanng at
the “pomt of access™, rather tham applying a fixed access scheme and a fized “basket” of benefits
mandated by a treaty. Negotiations at the point of access would sllow suppliers and recipients to
determine the appropriate balance between “up-front™ and “back-end” benefits for the relevant transaction
as well a3 to determume an appropriate level of benefits ansmg from the contemyplated arrangement.

! Sap COP Decizion TI/11.
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Specific Comments:

The terms of reference of the Concepts TEG provide that the experts group will consider the following
guestions, labeled as (a) —(d). The questions are reproduced below, along wath BIOs conuments.

fal What ave the different ways of understanding biological resources, genetic resources,
derivatives and products and what are the implications of each understanding for the development of the
main components of the intemational regime on access and benefit-shaving, inchuding in relation to
sectoral and subsectoral activities and in relation to commercial and non-commercial research?

CBD Article 2 provides the following definitions:

"Biological resources” includes genefic resources, orgamsies of parts thereof, populations, or
any other biotic component of ecosystems with actual or potential use or value for humamty.

"Genefic resources” means genetic material of actual or potential value.

"Genetic material” means amy matenal of plant. ammal muerobial or other origin contamng
fiumctional units of heredity.

Consequenﬂi genetlc resources are a subset of biological resources that have “fimetional vits of
heredity.” An example of a genetic resource is a seed of a tree or young tree plant. An example of &
bmlogu:al resource that 1s mot a genstic resource is a chemueal extract from that seed or plant. Some
genetic resources may be commercial commodities.  Many biclogical resources would be commercial
commpedities. The “benefit-sharng™ Dh]ECtI‘.-‘E m CBD Article 1 is limited to “genetic resources” — it does
not encompass “biclogical resources.” CED Article 13, which sets forth the obligatons on access and
benefit-shanng, 1s also limited to Zenetlc TeSources.

The concept of “dertvatives” 1s not contamed in the CBD provisions on benefit-shanng. This
concept 15 further not defined i the agreement, although the term is used m the defimtion of
“biotechnology” m CBD Article 2.7 We finuly believe that the proposed international Teglme on 3ccess
and benefit-sharing should be within the scope of the CBD. The access obligations i the CBD anly
apply to genefic resources and the benefit-sharing obligations only apply to use arising from the accessed
senetic resources. Therefore, the rules in the mtemationsl regime mposed with respect to genetic
resources should not be applied to “derrvatives” (regardless of the definition of the term) of aceured
genetic resources. Providers and recipients of genetic resources should define “denmvadves™ for the
purposes of their mdividual endeavors and determune what bensfits, if any, should be based on such
derivatives on an endeaver-by-endeavor basis.

Similarly, the term “produet” 1s not used m CBD Article 15 or in any other provision relevant to
benefit-charing ~ BIO reiterates that the infemnational regime should be commensurate in scope with the
CBD. Sumlarh as above, any definition of “product™ should be left to providers and recipients in the
development of material transfer agreements (MTAs) that will reflect the specific terms of access and
benefit-charing that will apply to the particular transaction at issue. Consistent with this notion, the Food
and Agriculture Orgamzation (FAQ) Intemational Treaty for Plant Genetic Resowrces for Food and
Agriculture (TTPGEFA) also does not contain the term “product”™ or seek to define it. Nonetheless, it is

* CBD Aricle 2 defines “hiotacknology™ 25 “any technological application that uses bislogical systems, living
organisms, of derivanives thereof, to make or modify products or processes for specific use{emphasis added).”
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defined as part of the Standard Material Transfer Agresment (SMTA) under that treary.” BIO does not
believe that an SMTA is workable in respect of the Intemational Begime, The FAQ ITPGEFA context is
mmich narrower and therefore more amenable o a standard agreement  Nenetheless, the FAQ system 15
mstructive in that the SMTA iz where the temm 15 defined.  Simularly, the “mwmmally agreed terms”
(usually emasioned to be an MTA) between the recipient and provider are the appropnate mechamism to
define such terms if meeded with respect to the broader range of tremsactions emvisioned under the
International Fegime.

b Tdentify diffevent fovms of wnlizarion of genefic resources i relation to sectoral and
subsectoral activities in the context of Article 13, paragraph 7, gf the Convenrion;

Genetic resources are used in a wide variety of ways in the biotechnology sector. For examiple,
when used in the ressarch-intensive biophanmacentical industry, genefic resources are generally used as
mstruments to create an “end” product either as a research tool or as a component i the process of
making the product. Although with respect to certan products, such as vaccines, the genetic resource
itself may be in the end product.

it Tdentifv and describe sector specific chavacterisfics of access and bengfit-sharing
arrangements and to identify the differences, i any, between approaches in sectors;

Benefit-shanng  arrangements i the research-intensive pharmacentical and  agmeulnral
biotechnology sectors vary widely and may mvelve sharmg benefits before and/or after the marketmg of 2
product ansing from use of accessed genetic resources. There i3 some sentiment among conuuentators
that suggests that emphasis on benefits that accmue after marketing may be nusplaced, particularly given
that many genetic resources are mvestgated for pharmacentical potential but few give mse to a
marketable prodnct.

Agreements mvolving the resesrch-intensive biopharmaceutical sector are nearly always
individually negotiated, albeit negotiators may start with 2 familiar, model agreement as a starting point *
FPMA and BIO have published gmdelines to educate and assist thewr members on access and benefit-
sharing practices. BIO has also published a model matenal transfer agreement (MMTA). Wihile not
mtended to be standard agreements or codes of conduct, these muidelines help identify “best practices™ in
the mdustry and also are intended to be updated as practices change. A copy of the BIO gudelines and
the BIO MDVTA are attached as an Annex to this documment.

idl What ave the range of oprions and approachers for taking these different chavactevisics
info account and that may bring coherence o access and bengfit-shaving velated practices in different
sectors?

BIO supports a flexible appreach for the Internations] Regime that takes into account different
needs of different industry sectors and other stakeholders. The Intermational Fegime should facilitate the
implementation of clear and transparent national ABS systems. This includes providing for clear points-
of-contact for national authorities that can be easily identified by those who seek access.

* Under the FAD SMTA, “product” is defined as “plant genetic resources for Food and Agriculture that incorporate
the Material or aoy of its gensetfic paris of cotnponents that are ready for commercialization, exclnding commedities
and other products used for food, feed and processing.”

* Sge “Access and Benefi-sharing in Practice: Tremds in Parmerships across Sectors® (bereinafter “ABS in
Practice™), part 4.4, p. 27, available ar htm: www.chd.int'doc publicanons 'chd-gs-3 8-en pdf).
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In zddition, flexibilicy with respect to “nmmally agreed terms™ should be employed. The
International Pegime should not attempt to regulate specific terms applicable to all agreements or to
otherwise attemupt to inzpose soict conditions that go beyond the ABS principles enshnned m the CED.
This would not only be counterproductive, but would not be consistent with the notien of “nmually
agreed terms used o the CBD itself. A system that permuts the provider and recipient fo come to
agreement based on the specific corcumstances sumoumding the proposed access wall help to provide 2
workable framework that will facihitate mmplementation of the ABS objectives of the CED at the national
level, while, at the same time, be able to provide necessary flesability to meet the goals of both parties.

A pumber of opfions can be emploved to mest these goals and thereby bring coherence to ABS-
related practices that may apply to different sectors under the International Regime. Broad measures to
buld capacity i developmg countries will help in establishing clear. transparent national ABS regimes
that are mote easily understood by others. Efforts to mcrease swareness of national ABS laws among
those seeking access to genefic resources will assist mn compliance. In addition, detailed gmdance could
be meorporated inte the Intemstonal Femme with respect to access miles in order to facilitate
implementation of systems with clear points of contact that give legal secunity and certamty to those who
seek access o good faith. Further, aspects to be dealt wath m the area of compliance, e g, use of
mediation and arbifration dispute setfement mechamisms, may help to build greater confidence mn the
implementation of appropriate mechamisms to reach nutually agreed terms.
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Guidelines for BIO Members Engaging in Bioprospecting

The Biotechnology Industry Organization,

recognizing that the conservation of biological diversity has significant long-term
advantages for all and desiring to play a role in achieving those advantages for zll;
recognizing the importance of promating the sustainable use of biodiversity and of
equitably sharing the benefits arising from use of genetic resources with the parties
providing access te those resocurces;

recognizing the importance of scientific research on genetic resources and the
important benefits to society as a whole that arise from such research;

wishing to promote the adoption of clear and transparent provisions governing use of
genetic resources so 35 to promote the greater use of such resources as well as the
flow of more benefits to parties providing such access and society as a whole; and
desiring to conduct their activities, and those of their agents, in relatien to collection of
genetic resources, as well as the evaluation and use of those collected genetic
resources in @ manner that complies with relevant nationzal and internationzl regimes;

hersby establishes the following Guidelines for bioprospecting.

Definitions; Scope of the Guidelines

Definitions: As used in these Guidelines, the following terms shall have the meaning
provided below.

1. "Benefit Sharing” means the providing of any form of compensation or
consideration, monstary or otherwise, by a BIO Member to & Providing Party in
exchange for the BIO Member being provided access to and authorization o
use Regulated Genetic Resources.

2. "BIO Member" means a Member of the Bictechnology Industry Qrganization,

3. "Bipprospecting” means the collection by a BIO Member of physical =amples of
Regulated Genetic Resources existing in sity or in maintzined in an ex sity
collection of such resources.

4, "Bioprospecting Agreement” means a written agreement betwesn a2 BIO
Member and either a Contracting Party or a Providing Party that concerns (i)
Prior Informed Consent and (ii) the terms and conditions governing collection
and use of the Regulated Genetic Resources, including, inter alia. Benefit

Sharing.
5. "Collected Genetic Resources” means physical samples of Regulated Genertic
Resources that have been acquired by a BI0 Member through Bioprospecting.
E. "Contracting Party™ means a country that has accepted, ratified or accedad o

the Convention on Biological Diversity and thus is a Contracting Party within
the meaning of Convention.

7. "Ex situ collection™ means a collection of physical samples of genetic resources
that have been previously obtzined from an in situ location and which are
presarved or maintzined in a location external to that in situ location.

8. “Fecal Peint” means the entity designated or recognized by the government of
a country as having the authority te (i) identify the Providing Party or Parties
within the Contracting Party with authority over the genetic resources to be
collected, (i) provide information concerning the requirements and procedures
for abtaining Prior Informed Consent to collect and use Regulated Genetic
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Resources within the territory of that country, (i} provide information
regarding Benefit Sharing requirements applicable within the Contracting
FParty, and [iv] identify the representative of local and indigenous communities
ocated within the terrizory of the country.

5. "Genetic Resource” means material of non-human animal, plant er micrebial
origin containing functional units of heredity,

10. "In-situ” means the location in which genetic resources exist within
ecosystems and natural habitats within a Country;

11. "Providing Party” means any entity within a Contracting Party that has been

given the legal authority to grant Prior Informed Consent or authorization to
access and use Regulated Genetic Resources, and may include, inter aliz, an
autharity of the national government, an autherity of 2 local government, or
an indigenous or local community or any combination of these entities.

12, "Prior Informed Consent” means an agreement between a BIO Member and a
Providing Party establishing that the BIO Member has provided to the
Providing Party information that meets the requirements of Section III of these
Guidelines with respect to a Regulated Genetic Resource to which the BIO
Member has been granted access.

13. ‘Regulated Genetic Resource” means 2 Genetic Resource in respect of which a
Providing Party in a Contracting Party, on or after the date that the Convention
on Biological Diversity Party tock effect in that Contracting Farty, imposes
reguirements concerning Prior Informed Consent, collection or use.

B.  Scope of the Guidelines:

1. These Guidelines establish principles to govern the conduct of BIO Members
that are engaged in Bioprospecting activities, as defined in section A.3.
2. The Guidelines shall not apply 1o the acguisition or use of:
a. any materials obtained from humans or are of human origing
b. Genetic Resources that are not Regulated Genetic Resources within the
mieaning of these Guidelines;
C. Genetic Resources maintained in an ex situ collection where such

resources were obtained from a Contracting Party pricr to the date the
Convention on Biclogical Diversity took effect in that Contracting

Party;
d. Genetic Resources that are made available to the public on an
unrestricted basis, sither on commercizl or non-commercizl terms; or
2. publicly available information, induding, in particular, information

published in the scientific literature, disclesed in 2 patent er published
patent application, or disseminated in an unrestricted fashion.
Conduct of Bioprospecting
A, Steps to take before engaging in Bioprospecting.
1. Identify and contact the Focal Point of the Contracting Party for the Regulated
Genetic Resources.

a. For samples of Regulated Genetic Resources to be collected in situ, or
from an ex situ collection located within the terrizory of or controlled
by the Contracting Party, contact the Focal Point identified by that
Contracting Party.

b. For samples of Regulared Genetic Resources to be collected from an ex
situ collection located outside the territery of or not contrelled by the
Contracting Party, identify the Focal Point specified by the custodian of
the ex situ collection ar, if the Focal Point is not known to that
custodian, take reasonable steps to identify the Focal Point for the
Regulated Genetic Resources to be collected.

2. In cooperation with that Focal Point, use all reasonable efforts to identify al
entitias that comprise the Providing Party, and ascertain reguirements
applicable to Bioprospecting.

3. Obtain Prior Informed Consent from the Providing Party to collect and use
Regulared Genetic Resources lawfully controlled or held by the Providing Party.
4, Reach agreement with the Providing Party on the terms and conditions

governing collection, handling and use of physical samples of the Regulated
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Genetic Resources, including, inter alia, the sharing of benefits arizing from
the use of such samples, and measures governing the handling or transfer of
such samples.

5. Cenclude a Bioprospecting Agreement with the Providing Party that reflects the
terms and conditions of Prier Informed Consent and concerning the collection,
handling and use of the collected physical samples of the Regulated Genetic
Resource(s) including, inter alia, terms and canditions regarding Benefit
Sharing.

. Take reasonable steps to confirm that the Bioprospecting Agreement will be
pinding on the Government of the Contracting Farty, either directly or through
the authority conferred by the Contracting Party on a Providing Party.

B.  After Prior Informed Censent has been obtained and a Bioprospecting Agreement
concluded regarding collection and use of the Regulated Genetic Resources, conduct
Bioprospecting, and use the Cellected Genetic Resources, in a manner that complies
with the terms and conditions specified in the Bioprospecting Agreement.

I11. Prior Informed Consent
A Make reasonable efforts to determine if any specific requirements for Prier Informed
Censent apply to the collected Regulated Genetic Resources. To do so:
1. Determing if a Contracting Party has established reguirements for Prior
Infarmed Consent, or, if that autherity has been delegated to a Providing
Party.
2. Identify the nature of the reguirements for Prior Informed Consent establizshed

by the Contracting Party or the Providing Party, as the case may be.

3. Meet the identified requirements to comply with Brigr Informed Consens
obligations of the Cantracting Party or the Providing Party applicable to the
collected Regulated Genetic Resources, and incorporate evidence of such
compliance into the Bioprospecting Agreement.

B. If a Contracting Party has not established requirements for Prior Informed Consent,
make reasonable effort to provide at least the following information to the Providing
Party:

1. The general nature of the activities to be conducted with the Collected Genetic
Resources (e.g., screening of samples for biclogical properties, growth and
study of samples of materials, extraction and isolatien of chemical compounds
from the samples, genomic analysis of the sample}.

2. The anticipated figld of use of any products or services that may be developed
through the use of the Collected Genetic Resources (2.g., pharmaceutical,
agricultural, industrizl processing, environmental remediation].

3. The identity and contact information of the expected lead researcher in the
BIO Member, or a conzact point in the BIO Member for such research
activities.,

V. Benefit Sharing and Sharing of Research Results, Intellectual Property Procurement
and Related Provisions
A, BIO Members that enter into a Bioprospecting Agreement with a Providing Party
should give good faith censideration to specific terms for the sharing of benefits arising
frem use of collected Regulated Genetic Resources, and should define such
commitments in the terms and conditions in the Bioprospecting Agreement.,
B. Types of benefits to be considered for inclusion in a Bioprospecting Agreement:

1. Monetary and non-monetary benefits arising from the use or
commercialization of the Collected Genetic Resources, including provision of
equipment and materials, up-front payments and royalty payments;

2. The sharing of scientific information generated through the conduct of
research upon the Collected Genetic Respurces in conformity with standard
industry practices regarding timing and conditions of public disclosure te
preserve options for procurement of patents or preservation of rights in
undisclosed information;

3. The granting of rights to use technology resulting directly from the BIO
Member's use of the Collected Genetic Resources where the granting of such
rights and the nature of the rights granted, are consistent with the commercial
needs and interests of the BIO Member;
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4, The provision of training for scientists designated by the Providing Party:
5. The inclusion of scientists from the Providing Party in research activities of the
BIO Member on the Collected Genetic Resources;
6. The conduct of research on Collected Genetic Resources in the territory of the
Contracting Party from which such rescurces have been collected.
7. The transfer to a Providing Party of scientific knowledge, expertise, and

technolegy in the control of the BIO Member that (a) results frem the study of
the collected genstic rescurces and [b) pertains to the conservation,
presarvation or physical handling of the Collected Genetic Resources.

8.  Commitments to only seek patents en inventiens that arise from the use or
study of Collected Genetic Respurces and that are claimed in 2 manner clearly
distinguishable fram the form in which the Collected Genetic Resources are
provided by the Providing Party.

V. Measures to Protect Interests and Rights of Indigenous or Local Communities

A Respect the customs, traditions, values and customary practices of indigenous and
local communities within a Contracting Party and fram which Callected Genetic
Resopurces have been obtained.

B. Respond to reguests from indigenouws and local communities for information
concerning the handling, sterage or wransfer of Collected Genetic Resources consistent
with the terms of an applicable Bioprospecting Agreement.

C.  Tazke 2/l reasenable steps to prevent the disclosure of information provided in
confidence by a member of an indigenous or local communizy, and handle such
information in accordance with the terms specified by the community that has
provided the information, Where feasible, include such terms in the Bioprospecting
Agreament.

D.  Awvoid taking actions in the course of use or commercialization of Collecred Genetic
Resources that impede the raditionzl use of Regulated Genetic Resources provided by
a Providing Party.

V1L Conservation and Sustainable Use of Biclogical Diversity

1. Take reascnable steps to prevent harm or alteration to the local environment incidental to acts
of collecting samples of genstic rescurces from an in situ location in & Centracting Party,

2. Avoid taking actions that pose a threat to the conservation or sustainable use of biological

diversity incidental to acts of collecting samples of genetic rescurces from an in sitw location in 2
Contracting Party.

3. Take all reasonable steps and give good faith consideration to sharing data with the
Contracting Party and/or the Providing Party which was derived from research on the Collected
Genetic Resources and which may be useful in the support of conservation efforts related to a species,
environment, or habitat from which the Collecred Genetic Resources were collected,

VII. Compliance with Terms of a Bioprospecting Agreement and the Guidelines

0. Usze Collected Genetic Resources in a manner consistent with the terms and conditions
specified in an applicable Bioprospecting Agreement.

1. Do not use Collected Genetic Resources, for purposes other than those specified in the Pricr

Informed Consent provisions of an applicable Bioprospecting Agreement, unless first obtaining a
separate Prior Informed Consent in writing for the other use of the Collected Genetic Resource.

2. After acquiring Collected Genetic Resources pursuant to these Guidelines, maintain records
cencerning the handling, storage and physical movement of the Collected Genetic Resources, and be
prepared to share such records with the Providing Party upen the reguest of the Providing Party,
within reasonable limitations.

3. Enzure that the terms and conditions specified in a Bioprospecting Agreement entered into
with a Contracting Party or a Providing Party apply to (i) any successor in interest to their fights under
the agreement, and [ii) to any party that obtains 2 sample of a Collected Genetic Resource from it,
unless those parties have independently obtained from the Contracting Party or the Prowviding Party
the right to obtain such samples of the Collected Genetic Resources.,

4. Do not transfer samples of Collected Genetic Resources to third parties unless such transfer is
consistent with the terms and conditions of an applicable Bioprespecting Agreement.
3. Do not accept samples of Collecred Genetic Resources from a third party that is not able o

provide evidence that it has obtained such samples in compliance with abligations of Prior Informed
Consent and conditions governing use that are applicakle to the sample.
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E. Include provisions in the Bioprospecting Agreement that provide for effective and fair
resolution of disputes regarding compliance with the terms and conditions in the Bioprospecting
Agreement, either by commitments to international arbitration consistent with the procedures
specified in the Annex to these Guidelines or as otherwize agreezble to the Contracting Party or
Providing Party.
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BIOTECHNOLOGY INDUSTRY ORGANIZATION
Suggested Model Material Transfer Agreement

Introduction

The Biotechnelogy Industry Orgamzation developed Guidelines for BIO Members Engaging in
Bioprospecting (Guidelines) in 2005 to educate BIO Members about the relevant 1ssues that
could anse in the conduct of bioprospecting activities and to provide assistance to those
Members seeking puidance. (See wunw bic.org/ipintemational 200307 quide. asp and

www bro.org ipmtemational 20050 Tmemo asp ).

These Guudelines envisioned that BIO Meibers would enter into a “Bioprospecting Agreement™
before collecting physical samiples of “regulated genetic resources”™ in sifu or accessing such
resources mamtamed ex sifu. That Agreement would include the grant of prior informed

conzent as well a3 ennmerate the terms and conditions govermng the collection and nse of the
regulated genstic resources ncluding benefit-sharing. Dependmng on the manmner of collection,
the Agreement could alse include provisions that would mansfer the collected physical samples
aof regulated genetic resources from the Providing Party to the BIO Member. Altematively, a
separate agreement to transfer the regulated genetic resources could be concluded after the
physical samples were dentified or collectad

At present, ransfers of regulated genetic resources are not handled in a consistent manner or a
comprehensive fashion within couniries or at the international level. This leaves uncertainty as
to what provisions should be included in a transfer agreement entered into by a BIO Member.
This “Model Material Transfer Agreement”™ (Model) 15 intended to provide an cuthne for a
transfer agreement that is consistent with the best practices set forth m the Gudelmes. Ths
“odel may be incorporated into & Bioprospecting Agreement; it may be the basis for an ansfer
agreement entered into after the completion of collection activiges undertaken pursuant to a
Broprospecting Agresment; or, it may take the place of a Bioprospecting A sreement when a BIO
Member seeks a specific regulated genefic resource or a group of regulated genefic resources
from an v site holding*

This Model 15 intended to supplement and be considered in I:D]ljl'IIIJ:ﬁD]l with those Guidelines.

As such, 1t is designed only for use with “regulated genstic resources™ as that term is used in
pamgaph LB.2 of the Guidelines — essentially materials of non-human animal, plant or
mucrobial ongin that contamn fimetional vts of heredity and that are subject to the requirsments
of prier informred consent, efe. vnder the Comnvention on Biclogical Diversity.

It 15 recognized that in seme instances 1t 1s beneficial to transfer “radiional knowledge™ associated
with a regulated genetic resource along with samples of the resource. While this version of the
Model does not include provisions for the transfer of traditional knowledge, this Model

* BIO Meambers note that soms use the term “material mapsfar agreement” to mesn any coniract to collect genetic
resgurces, to transfer genetic resources, or to wansfer waditional knowledze. BIO Members, bowever, nse the term
“material transfer agreement™ to refer to a contract the primary purpose of which is to wransfer possession of genetic
resgurces. The term “bioprospecting agreement” 15 used for a conmact the primary purpose of which s o collect
genetic resourcas. The term “confidentality agreement”™ iz nsad for 3 confract the main purpese of which is
protect nndisclosed information, such as traditional knowledge, that is ransferred from one entity to another. These
ovpes of conmacts may be merged inte a single contract I ApPropriate Circumstances.
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could be expanded to fransfer raditional knowladge. It should be noted that Part 'V of the
Guidelines ennitled “heasures to Protect Interests and Rights of ndigenous and Local
Commmmities™ should be applied.

The terms used n the Model, including the commentaries, are intended to have the same
meaning as they have i the Guudelines, unless specified otherwize.

As with the Guidelmes. there 1s no legal obligation that attaches from membership in BIO to use
the Model.

This Medel 15 not imtended to supplant national requirements that regulate the transfer of
regulated genetic resources.

This Medel 13 not intended to be a static document. It 13 envisiened that it will change over time
a3 BIO Members gan more experience in this area. Conmments on the contents of the Model
are welcome.
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Agreement between the [Transferor/s] and the [Transferee]
Concerning the Transfer of [Certain Regulated Genetic Resources)
Freamble
Whereas:

[Mame of “Transferee™ BIO Member] is a [company deseripfion, locafion, ete.]:

[Name or names of the “Transferor(s)] is a [description of the Transferor(s),
lacation{s), etc.]:

[The [Transferee] identified and/or collected physical sainples of regulated genetic
resonrces under the [Bioprospecting Agreement] with the [Transferor(s):]

The [Transferee] desires to take possession of certain [identified and/or collected]
regulated genetic resonrces held by the [Transferor(s)]; and

The [Transferee] has informed the [Transferor(z)] about the intended uses of
those regulated genetic resources for which possession is sought and about the
identity and contact information of its lead researcher on these regulated genetic
resources; and

The [Transferor(s)] consents to the transfer of possession to the [Transferee] for
those nses based on the information provided by the [Transferee]:
The [Transferor(s)] and the [Transferee] herebv agree as follows.

Commentary: If the Transferes ora Tram_,l"ér'ar is acting as an agent for another entity (or the
Transferee is under an obligation to transfer the regulated genetic resources to another entity),
the other enrity should also be idenrified.

Clause three of the Preamble would only be included if there was a pre-existing Bioprospecting
Agreament between the Trangferonis) and the Trangferee.

The Tmn:_far'ar'rs; would normally be a Providing Party that is defined in pavagraph 1A 11 of the
Guidelines as the entity that has legal authority to grant prior informed consent or anthorization
to gceess and wse J'egulare.dgenenc resources, and may includs, ter alia, an anthority of the
national government, an authority of a local government, an mdzgenﬂu.. ar local community or
any combination of these enfities. Alss, a Tmn:r"erm could be an agent of a Providing Parz} If
a Bioprospecting Agreement exists, it would normally list the Providing Parties. Additional
Transferor(s) may be identified during the identification or collection of regulated genetic
resources under that Agreement, howsver.

The Preamble notes thar prior informed consent has bean given for the “transfer™ of the

regulated genetic resources subject to the Agreement. A pre-existing Bioprospecting Agreement would
indicate rharpvwr informed consent was given for collection but may not specifically give prior informead
consent for the transfer and use of vegulated genstic materials. Pavt I of the Guidelines entitled “Prior
Ini"'amw.d Consent” should be applied
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Article 1. Definitions

As used in this Agreement, the following terms shall have the meaning provided below.
["Bioprospecting Agreement” means the written agreement between the [Transferor(s)]
and the [Transferee] entitled * and executed on , a copy of which is attached
to this Agreement.)

"Genetic Resource(s)” means material of non-human animal, plant or microbial origin
containing functional units of heredity.

“The Parties™ means the [Transferor(s)] and the [Transferee].

Commentary: Definitions of terms used in the Commentaries may be found in Section I4. of the
Guidelines.
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Article 2. Materials

The Material(s) that are subject to this Agreement are:

[Idennfy the physical samples of the regulated genetic resonrces to be fransferved.]

Commentary: The identificarion of the Materials, for which physical samples will be transferred,
shonld include as many of the following as possible:

1. The twconomical identity of the Materials (If the taxonomical identity is not Inewn, a
description of the physical atvibutes of the Materials );

2. Photographs, drawings, or other written means of deseribing the Materials;

3. The location from which the samples of the Materials have been obtained and any
information provided by the Transferor(s) as fo the geagraphical origin of the samples (2.2
courntry of origin); and

4. A sample of the specimen may be depasited in a facility that will maintain the infegrity of the
sample and permit fiture characterization of it. Such facilities would include “infernational
depasitary institutions ” designated under the “Budapest Treaty on the International Recognifion
of the Depasit of Microorganizms for the Purposes of Patent Procadure ™. Acceptable facilities
are not limited to those intermational depository institutions, however, and could include other
facilities that are deemed suitable by the Transferor and the Transferse.

To the extent possible, idenfification of the Materials shonld be provided by the Transferovs). In
the alrernative, the Trangferee should work with the Transferor to develop an agread upon
means of identifiing and describing the Materials. Ifa large mumber of Materials ave to be
mangfErved, descriptions of the materials may be placed in an annex. Altematively, several
mransfer agreements may be used, particularly if Marerials have different uses or are sulyect to
different bengfit-sharing mvangements.
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Article 3. Transfer

31,  The [Transferor(s)] shall transfer the samples of the Material(s) identified in Article
2 of this Agreement to the [Transferee] under the conditions specified in the following
paragraphs.

31, [Conditions for the transfer of the samples, including number of samples,
packaging, place and date of delivery, efc.]

33, The [Transferee] may not further transfer the samples of the Materials provided
by the [Transferor(s)] and may not transfer genetic resources made using those samples
to others except to:

J.3.1. Those for whom the [Transferee] is acting as agent, identified above, and
who are bound by this Agreement;

3.3.2. Those who are authorized in writing to receive samples by the
[Transferor{s)]: and

3.3.3. Successors in interest of the [Transferee] who are bound by this
Agreement.

34, The [Transferee] shall maintain records concerning the handling, storage and
physical movement of the samples and provide such records to [Transferor(s)].

Commentary: If the samples are to be removed from the counnry in which the mansfer oocurs,
government permission may be required for export and'or import. If a government agency s the
Transferor, it should be made clear whether it is authovized and'or grants permission fo export.
In any evenr, responsibility for obtaining authorization for expert and import should be assigned.
Similarly, government regulations may reguive specific procadures for handling the Materials.
Responsibiliny for fulfilling these requivemants should be assigned and all such requirements
should be fulfilled
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Article 4. Use of the Materials

4.1. The [Transferee] [and the entity for which the Transferee is any agent] shall only
use the samples of Materials transferred under Article 3 of thiz Agreement for the
purposes

Alternative 1: enumerated in Article _ of the Bioprospecting Agreement.

Alternafive 2: enumerated in Article _ of the Bioprospecting Agreement and for
the purposes described below.

Alternanve 3: described below.

4.2, The [Transferee] [and the entity for whom the Transferee is acting as agent] shall
veturn the samples of the Materials transferved under Article 3 of this Agreement [and
genetic resources or other materials made from those samples or will destroy those
samples and genetic resources or other materials, as directed by [Tramsferor(s)] when
the [Transferee] completes the nses referved to in paragraph 1 of this Article, except as
necessary to fulfill disclosure requirements for applications for patents or patent variety
protection.

4.3, The [Transferee] shall not seek patents or plant variety protection rights in the
Materials as such as they are listed in Article 2 (7., materials in the form they are
transferred to the [Transferee]). The [Transferee] may apply for the grant of patents
claiming inventions developed using samples of the transferred Materials, including
inventions embodied in modified forms of the materials, or for the grant of plant variety
protection claiming varieties developed using samples of the transferred Materials.

Commentary: If the Transferes wishes to use the mangferred samples for uses other than those
enumerated in pavagraph 4.1, the Transferee must negotiate an amendment to this Agreement
with the Transferor(s) or negotiate a new agrasment.

FParagraph 4.2 authovizes the Trangferee to apply for patents or plant vaviety proteciion on
inventions made using the samples. Article 5 on the shaving of benefits, however, may provides
that the Trangferon) ave licensess of the Trangferes(z) ov joint owners of such applications as
part gf the bengfit-sharing arvangements. The prohibition against seelang rights in the marerials
mansferved as such is intended to assure Transferor(s) that vights will not be sought thar might
limit ov otherwize affect use of the materials as such by parties other than the patent
cwngrplant varisty Fight cwner
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Article 5. Sharing of Benefits

5.1 The [Transferee] [and the entity for which the Transferee is any agent] shall
provide, at a mutually agreed time, benefits arising from use of the transferred materials:

Alfernafive 1 as enmmnerated in Article __ of the Bioprospecting Agreement.

Alfernative 2: as enmnerated in Article  of the Bioprospecting Agreement and
as deseribed below.,

Alfernafive 3: as described below,

Commentary: The definidon of bengfits to be shared will vary widely depending on the needs of
the Transferor(s), the needs of designated bengficiaries such as indigenous or local
communiiies, the commercial value of the ransferred plysical samples, the intended use of the
samples, the likelihood of using the samplss to create a commercially viable product, and other
factors. As a consaquence, it is not appropriare to suggest a model formulation for the natwre of
benefits, or the manner in which benefiiz should be shaved, as no single definiron will be
apprapriate i all circumstances.

The Model envisions that specific bengfits, the conditions giving vise to obligations for bengfit
sharing will be identfied, and the date on which such bengfits are to be provided will be
specified in this section (e.g., immediare payment of a fee, payment of a fixed fee upon use of
the material in a research or experimental setting). Alternatively, this section may contain a
conmiinnent to negotiate bengfir sharing terms and conditions by a point cartain in the finre.

The point certain may be (i) a date certain, (1) a date when certain pes of vesearch activities
are parformed on the ransferved material, ov (1) a date when a commercial product has been
identified and i being prepaved for commercial production and marksting. It &s genervally
inadhvisable to defer negotiation of bengfit shoving fo later daves, given the potential for a lack of
agreement over such bengfit sharing terms to disrupt the commencement of commercial
mariering, and'or the possibility of distorting the valuation of the materials.

Part IV B of the Guidelines [ists specific types of bengfits that should be considered for inclusion

in the formulation of benefits fo be provided under the Bioprospecting Agveement. It should also

be noted that Annex IT to the Bonn Guidelines on Access to Genetic Resources and Faiv and Equitable
Sharing of the Bengfits Avising Out of their Unilizarion ” lists various npes of bengfits

that can be provided to the Trangferors) and their bengficiaries. See

hitp:www biadiv.org/decisions/defmult aspr Pm=C0P-06 &id=71 98 &lz=0.
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Article 6. Conzervation and Sustainable Use of Biodiversity

The [Transferee] shall take all reasonable steps and give good faith consideration
te sharing data with the [Transferor(s)] which is derived from research om the
transferred samples of the Materials enumerated in Article 3 and which may be
useful in the support of conservation efforts related to a species, environment, or
habitat from which the samples were collected.

Commentary: Thiz obligation is drawn from Part 173 of the Guidelines (Pavts TT1 and 2 relate
only to collection and ave not relevant). The Bioprospecting Agveement may contain a similar

pravision.
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Article 7. General Provizions

7.1 This Agreement shall be in effect for a term of ten years from the date of execution
of this Agreement unless otherwise agreed to by the Parties. The Agreement shall be
terminated if any of the Parties provides notice in writing to the others of its intent to
terminate the Agreement on a date no less than six-months from the date of the notice.
[Trizert requivements for nofice.]

7.2, The obligations and rights contained in Article 4.3 and Article 6 shall survive the
expiration or other termination of this Agreement.

7.3, Upon the termination or expiration of this Agreement, the [Transferee] [and the
entity for whom the Transferee is acting as agent] shall return the samples of the
Materials transferred under Article of this Agreement [and genetic resources or other
materials made from the transferred samples of the Materials] to the [Transferor(s)] or
will destroy those samples and genetic resources or other materials, as directed by
[Transferor(s), except as necessary to fulfill disclosure requirements for applications for
patents or patent variety protection.

74, The provisions of this Agreement constitute the entire Agreement between the
Parties relating to the subject matter and the Parties do not make any representations or
warranties except those contained in this Agreement. The Agreement shall not be
considered extended, cancelled, or amended in any respect unless done so in writng
signed on behalf of the Parties.

7.5 None of the rights or obligations under this Agreement are assignable or
otherwise transferable without the prior written consent of the other Party(ies).

7.6, Nothing contained in this Agreement shall constitute a partnership or agency
between the Parties.

7.7, This Agreement is governed by and shall be construed in accordance with the
laws and regulations of [furisdiction], without regard to its conflict of law principles.

7.5, Reserved for indemmity and confidentialiny provisions)

7.9, [Reserved for dispure settlement procedures |

Signatures

Commentary: Pavagraph 7.1 envisions development of appropriate notice provisions, which are
likely to vary significantly depending on the Transferor(T). For example, a notice procedinre
apprapriate for a botanical garden may be very different than notice provisions for an indigenous
aor local commumity. If there it a Bioprospecting Agreement, the notice provisions should reflect
the notice provisions in that Agresment.

In pavagraph 7.2, it may be appropriate to specify that some “uses ™ from Arficle 4 and some
“benegfits ” from Ariicle 5 survive the Agreement

=~
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With respect to reserved paragraph 7.9, appropriate dispute settlement previsions could vary
significantly depending on the Transferor(s). If theve is a Bloprospecting Agreement, the
provisions in this agreement should be similar to the dispute settlement provisions in the
Bioprospecting Agreement. It should be noted that under Pare VIL7 of the Guidslines state that
the dispure setilement provisions should provide for “fair and effective resolution”™ and could
include mternational arbitration consistent with the procedures outlined in the Amer fo the

Cruidslines.
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EUROPEAN SEED ASSOCIATION (ESA)

From: Isabelle Klopstein [mailto:lsabelleKlopstein@euroseeds.org]
Sent: Tuesday, October 21, 2008 11:54 AM

To: secretariat

Cc: Garlich von Essen

Subject: ESA supports to ICC submission for TEG on Sectoral Approach

To:

Secretariat of the Convention on Biological diversity
att. Mr Ahmed Djoghlaf, Executive Secretary
Montreal, Canada

Via e-mail: secretariat@cbd.org

Dear Mr. Ahmed Djoghlaf,

In view of the meeting of the TEG on Concepts, Terms, Working Definitions and Sectoral to be held on
2-5 December 2008 in Namibia, ESA European Seed Association would like to state its full support for
the submission from ICC (International Chamber of Commerce) “Access and Benefit Sharing: Sectoral
approaches, Concepts, Terms, Working Definitions” (n° 450/1041) and associated documents as sent last
Friday to the CBD Secretariat.

In addition, ESA will continue to work on a specific position of the plant breeding sector for submission
to the 7" meeting of the Ad Hoc Open-ended Working Group on Access and Benefit-Sharing.

Yours sincerely,

Isabelle Klopstein

Legal Advisor

ESA European Seed Association
Rue du Luxembourg 23

1000 Brussels

Belgium

Phone: +32 (0) 2 743 28 68
Website: www.euroseeds.org
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INTERNATIONAL CHAMBER OF COMMERCE (ICC)

Access and Benefit Sharing:
Sectoral approaches, Concepts, Terms,
Working Definitions

Sutbimission to the Technical Experts Group on Concepts. Terms,
Working Definitions and Sectoval Approaches

Industry supports the creation of a practical and workable Internarional Regime (IR on Acceds
and Benefit Sharing adapred to the different sectors working with genetic resources. As reflecred
by record levels of atrendance at the Ninth Conference of the Farties, the business commumnity
remains engaged and focused on substantive discussions in the accesa and benefit sharing (ABZ)
negotiations, including on the cbjectives, scope and main compenents of an IR | the Regime). In
thia paper, business seeks to provide information as requested in the Terms of Reference for the
upcoming Technical Experts Group (TES) on Concepts, Termes, Working Definitions and
Zectoral Approaches

The business community has been an active participant in negortiations concerning acce:s o and
the sharing of benefita from generdc resources even hefore the entry into force of the Convendon
on Biological Diverzity (CED) in 1993, The business delegation, coordinared by the Internatdonal
Chamber of Commerce (ICC), today represents various business sectors with diverse interests in
genetic resources and their sustainable commercial uses. Many of these consist in large part of
emall and medium-sized enterprizes (2MEs) and include, in alphabetical order: agricultural
biotechnology, animal breeding, cosmetics, farming, flavours and fragrances, forestry, herbal
medicines and supplements, industrial biotechnology, pets, pharmaceutical products, and plant
breeding. All these industmies may accese, use and create value from resources coversd by the
CED in different ways®.

If the IR is to be effective in promoting economic activity, it should maintain and foster the
diversiny of uses of theses resources as well 22 of the commercial arrangements through which
they are acquired. ICC belisves that it is of key importance thar the IR should be a oansparent,
non-discriminatory, predictable, and facilitative structure that is nammowly targeted. It should not
be a heavy regulatory framewaork that will srifle the creation of value from genetic resources,
tradle and sustainakle uses. This will promote not only the efficient organization of acceas and
lrenefit sharing, bur alao the conservation and sustainable uze of genede rescurces.

' See EFPIA (European Federation of Phamaceutical Industries and Associafions) brochure “Good busmess practice and case
studies on biodivers o/ hweervs.efipia.eu/content/default asp7Pape!0=550800cID=3787

International Chamber of Commerce

3B cours Albert 1er, 75008 Paris, France

Telephone +33 1485228 28 Fax+33 1425328 52
Web site wwawicowbo.org  E-mail icog@icowibooong
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Biological resources, genetic resources, derivatives and products

The rerma of reference for this TEG zeck clarificadon on the implications of different ways o
understanding biological resources, genetic resources, derivatives and products. Clear definitiona
of thess terms are essental for defining the scope and other key elements of the IR

The IR should only cover genetic resources

Consistent with the terms of its mandate from Decision VIL19 D, the IR should be limited to
effective implementation of Article 15, Article 5(j) and the three objectives of the Convention. As
such, it should be limited to “generic resources,” as dafined in the Convention and should zeek
only to elaborate martters relating to acceas and benefic-charing with respect to such genedc
regources, based on “mutually agreed rerma” (MAT3) between the acquirer and the provider
(Article 1502 and 15(7).

The inclusion of biclogical resources as defined in Article 2 of the CBD would bring under the IR
biological resources that are currently traded by countries all over the world a3 commeaodities,
such as ornamental and garden plants, imber, agricultural produce (like apples or rce), and
even household pets. There are good reasons to draw clear linea between commuodity trade in
bizlogical rezources and the sustainable uze of genetic rezources. The IR will have to draw clear
boundaries berween what iz included and whar iz excluded or it will risk inadvertendy edfling
trade in zeveral areas.

The IR should not regulate downstream products or activities
The IR should also only regulate the relationship berween the provider and paroy gaining access
1o genetic resources and not seek to regulate dowmstream activities and/or dervatives or

products being developed from them. Based on its experience of working with genetic

resources, it is clear to business that any IR which triea to regulate dowmetream activities and

products will ke unwrorksble, unenfarceable and extremely costly to implement. Broadening the
scope of the IR to downatream products would bring under the IR commeon househeold items
such as wine, bread and wood produces — it would be exmremely difficult to know where to draw
the line.

Benefit charing arrangements in relation to derivatives and dowmnstream products should instead
be derermined through murally agreed terme in the ABZ contract between the providing and
accessing parties, as provided for in Article 15(7%F Concepts such as “derivatives” or *producta”,
however they may be defined, should not be part of the IR itself, but instead should be
determined between contracting partise

? Brticle 157) "...Such sharing shall be on mutually agreed terms.”
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Certain genetic resources should be excluded
When defining which genetic resources should be coverad by the IR, Parties should consider the
following:

- Conaistent with Decizion II/11, the IR should exclude human genetic rezources.

- The IR should recognize existing intemational instruments and also exclude resources

ions in other fora such as the FAD

that are already the subject of agreements or negoria
Intemational Treary on Flant and Genedc Resources for Food and Agriculture (ITFGREA)
and the International Technical Conference on Animal Genetic Resources for Food and
Agriculoure under FAD

- The I should not include genetc resources thar were alrsady mads publicly availalle
withour any restriction by the provider counoy.

- The IR should not seek to regulate transactions invelving human, plant and animal
pathagens. Pathogens are arguably not included within the scope of the CBD itself. For
example, such “resources” do not appear o fit within the CBD chjectives of
“conservation” and “sustainable uze” in the sense used in the CBD. Therefore it iz best to

exclude pathogens from this framewark.

Issues to be considered for a sectoral approach

The rerma of reference also aeek specific information on how different sectors use genetic
resourced and posaible differences in acceass and benefit sharing arrangements used by various
sectors. It should be noted that genstic resources may be used in different wavs in the zams
sector and that, conversely, different sectors may have gimilar methoda of using genede

egources. This paper therefore sets out below the different varizbles affecting how businesses
access, use, and create value (and thus benefits) from genetc resources, instead of describing

the different practices of various sectors, which may change with dme.

Zome of the izsues should be explicitly dealt with in the IR, while others should be decided upon
Iy uzers and providers. For the sake of completenesa, the latter izaues are alao reiteraced below.

Availability of genetic resources: widely distributed versus rarely present/ in sifu versus ex

Situ

- Genetic resources might be available in i siter conditions in one or multple countries. If
species are widely diztribured, different users may be able to cbtain the same marerial
rom different places under different conditions. This may cauase confusion an
fi dliff: 1 der diffe T1 } fi d
uncertaing with rezpect to Prior Informed Consent requirements and the accessing
party's rights to use the genetic resource. Cn the other hand some resources may only be
prezsnt in ## situ conditions in one or few countries.
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- Materials may be atill exiztent i site in countriv){ies) of origin, but could alzo be
available ex sfre in one or more public and/or privare collections. Ex sty collections are
wide-spread and range from gene banks, zoos and aquariume to herbaria, botanical
gardens as well 3z other public and private collectdons. Getting acceas from ax sin
collections may be easier and more practcal in some cases. In other cases, access to

genetic resources in their namural surroundings mav be more relevant.

- The vast majority of genetic resources is accessed by businesses from ex st collections
and through intermediaries — i situ bic-prospecting iz relatively rare and, when
underraken, is usually carried out by busineszes thraugh local inatnations.

The distribution of genetic rescurces should be consicdered in Aocess and Benefit Sharing
arrangements. Furthermore, it should be realized that access can be obtained both dr site: and
from ex siti collections, according to what is most appropriate. The route chosen may have an
impact on the access and benefit sharing amangements used.

Use: direct versus indirect; in full versus in part; relationship to final product
renetic resources are utilized in many different waye:

- Thev are not always prezent in a final product. Rather, the genedc resource mav be a atep

in a process, a research tool or caralyst, a part of a raw marerial, or an inactive component

of 3 vaccine or herbal medicine;
- They may be used in their original form, a medified form, or simply as a source of
information (e.g. az a digital gene sequence) or be completely substituted by synthetic

models;

- They may be used as a fully functicnal organism or only az a sub-unit of an individual

gene;

- Thev may be consumed in an end-market gale or may be reusabls;

- The relationzhip between the acceszed genedc resource and final products may be one-

to-ane, one-ro-many, many o one or many o nany.

These muldpls types of uzes should be conzidered in the developmaent of the [R.

Use: common versus new
- Many genstic rescurces have long since been extracted from their original natural
environment (examples include vectors, plasmids, and cell lines). Many have become

commeodities or staple commercial products in the trading system. They are also uzed for

education and research by academic and public research institutes around the globe.
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The value of, and apecific information on, the genetic resource may already be known,
while in other cages, ressarch has to be undertaken o discover new innovative uses of

the resource.

I-:'l'l]‘_.-' in gome cagss are rare new -:P!'E'-.'i.ﬂli.:l.‘_.' unknown or L1]'.|.1FP!'EDi.E:E'd: gE‘!‘lE[iC
resources used.

The “commonness” of many penetic reacurces, and/or of the waye in which they are veed should
be aken into account in the IR

Relevance of genetic resource for end product: structural versus marginal

The genetic resources chrained may contribure structurally and add value to the end

products

Alrernzrively, genetic rezources may be used, but do nor contribute to the added value of
the end product. In plant breeding, for example, a cross may be made with a certain
genetic resource which has been cbrained. It could lbe that no relevant genes from the
genetic resources obtained are acmally inmroduced in the end product thart iz finally
developed after many more vears of research, crossing and selection.

Genetic resources that are used to test another product should be considered az
hiclogical resources which, as stated above, should not fall within the scope of the IR

Cene recombinaton inchiding genetic rezources should not automatically lead to benefic
sharing. If neither a atructural amount of genes from the genetic resource nor a relevant
characteriatic of the genetic rezource iz involved, then benefit charing should not be
chligatory.

The contribution of the genetic reacurce to the ultimate commercial product should have an
influence on the level of benefit sharing; however these apecific armangements should be made
between the acquirer and provider. Some genetic rescurces may be very relevant for the
process, but are used aa biological resourcea. 4 indicated before, biological resources should

Research and investment: No previous knowledge versus knowledge of specific

characteristics or information/product development risks

The value of, or specific information abourt, the genetic rezources obtained may
sometimes be known. However, in most cases a conasiderable amount of ressarch and
further product developmens iz required before thers can be commercialization arising
from uze of the genetic rezources.

Froduct development out of generic resources involves long-term risk and inveatmenta:

0 The duration of a product development cycle may tahe decades:
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0 The success rate of new product development mav vary, but often iz very low
0 Ewven when the success rate is high, marging may be low.
Parties should realize and take into account the varying degrees and types of information

available in relation to different genetic resources. The investment in time and money that is

Complexity in movements of genetic resources
The number of intermediare zales and purchases of genetic rezources berwesn acceas

and end-marker zale may vary from one to dozens;

Every day, there are milliona of commen transactions (sales and uses) of genede
resources and of itemes in some way derived from or using genstic resources
Genetic resources move within as well as between countries. Morsover, they maove

between and among both developed and developing countries’

It js important for the Partiss to consider the frequency and interdspandency of movemants of
genetic resources, a8 well as their implicaticna on costs of enforcement for govermments and

Size of the sectors
The total size of the various industry sectors dealing with genetic resources varies

remendoualy;

The proporton of emall, medinm-sized and large companies varies from sector to sector -
however, many sectors using genetc resources consist mainly of small and medium-zized

companies;

Zmall and medium-zsized companiss probably depend mere on access to genetic

resources.

One important issue to consider in this context je that it is amaller companies that are likely to
undertake jx st bioprospecting; these companies face marging and economic realities more
akin to thoss sncountersd by non-commareial ressarchars than by larger firme. Azcordingly, a
regime that drawe a line between commercial and non-commercial use may erect barriers that
preclude activitiea by the important SME segment. Similarly, this i where it ia critical that the IR

* See "Plant Genstic Resources for Food and Agriculiure: & Common Heritage of Mankind?™ presentation by Radha
Fanganathan at |ZC Pane! Discussion ™ Making Inielectual Progerty 'Work for Development”, WIPO, 28 April 2007 at
hittpel vaiw icowbo.orgiuploadedFiles/ICC/potoyinizleciusl_propertypages’'R_Ranganathan288pnillT pds
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not discriminate berween foreipn and domestic users, as emaller local companies often rely on
foreign companies for funding of commarcial research.

Benefit sharing systems currently used

Theres is a long history of successful agreements reladng to both access and benefit sharing

Benefit sharing can be sither dirsct or indirect

Direct benefits can include:

Payments upfront or during the development process;

Exchange of knowledge and akills which can be valuable for both the providing counmry
ang the uzer:

The collection and conservation of genetic resources through financing or apecific
support activides, thersby helping congerve and enhance biodiversity

Even maore important are indirect forma of benefit-sharing like:

Improved productivity of agricultural crops:
The development of new health, food and other products;

The immediare availability of improved products for further ressarch and breeding
withour any conaent, through the breeders” exemption in the plant breeding sector. As
much cumhberzome work had already been carried our to develop these varietdes, any
subasquent users can save resources, and sociery obrains faster acceas o further R&D
results;

The positive impact on economies since these new products are often the motor for
further development, creadon of new employment opportunities and improvement of

education, infrastructure, etc.

The manner in which benefits are currently shared should be considered in the development of
tha IR. Existing systems should not be unnecessarily disturbed. Morecver, current systems
should be recognized and appreciated.

Standard/Model contract versus individual contract

To avoid long, expenaive and complex negotiations, some sectors would find simple
standard contracts for access and henefit sharing of genetic resources more appropriate
for their businesses.

Other aecrors would find individually-negotiated contracts bazed on specific uzes more

relevant to the manner in which they accesz and use genetic rezources.
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In some cages, certain sectors would find it appropriare to wse conmraces pertaining ro the

different phazes of product develapment.

The IR should provide sufficient flexibility to accommodate different sectoral needs, posaibly
with standard /modasl contraces, depanding on the nesd of cartain ssctors.

Other internationally recognized Access and Benefit Sharing systems

There are existing access and benefit sharing mechaniames through other treaties and

conventions that affect particular sectors. For example, part of the plant breeding sector is
already morking with the Standard Material Tranefer Agreement of the FAD internarional Treany
on Flant Genetic Resources for Food and Agrculmure (ITPGRFA). Thiz syatem recognizes that the
freedom to use products for further research and development should be recognized as a benefit
in i3 owm righe, as thia allows future research o benefit from past work.

Another example of such intemadonal access and benefit sharing mechanismes iz the
Intermational Technical Conference on Animal Genetic Resources for Food and Agriculture under
FAQ,

Rules and agresmaents of other relevant international conventions should be carefully considered
for the development of the IR when applicable in the same aector. The IR should not contradict
other international agresments. An sxample is the breseders’ eemption undaer Plant Varisty
Protection (FVF) law poverned by the International Union for the Protection of New Varietiea of
Plants {UPCV). The freedom to use developed varieties that are protected solely by PVE for
further bresding without the conssnt of the bresdar, should be recognized and maintained.

Document n® 450/1041

17 Cctober 2003
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Plant Genetic Resources for Food and Agriculture: A Common
Heritage of Mankind?'

Radha Ranganathan
International Seed Federation, 7 Chemin du Reposoir, 1260 Myon, Switzerland

Introduction

Flant genetic resources for food and agriculiure that are exchanged and used in a
successive and continuous release of improved wvarieties through plant bresding have
brought great benefits to society. Since the origins of agriculture farmers have selected crop
cultivars from the genetic diversity available to them. They have moulded genetic resources
over centuries through phenotypic selection, allowing and even facilitating genetic exchange
between cultivars and weedy relatives by transporting cultivars from one region of the globe
to another. By incorporating and re-mixing genetic diversity in new varigties, modern plant
breeding has created more variation in food crops than has ever been available to farmers
and consumers.

Farmers and breeders have fradifionally relied on “open”® access fo genetic resources. In
recent years, howsver, decision makers at the national level have come under increasing
pressure from a wide range of stakeholders to draft laws and policies affecting the
exchange, use, conservation and ownership of plant genetic resources for food and
agriculture. Of course, these issues aren't being considered in a policy vacuum. At the
international level, the International Treaty for Flant Genesfic Resources for Food and
Agriculture creates a framework for access, use and conservation based on international co-
operation. The Convention on Biological Diversity (CBD) recognises the sovereign rights all
countries have owver their natural resources and their authority to determing access to
genetic resources within their borders for which they are the countries of origin. The Bonn
Guidelines adopted by the Parlies to the CBD encourages hilateral regulatory mechanisms
to negotiate the terms and conditions of access to their genetic resources. Under the
obligations required by TRIPs, some countries have created suf genens forms of intellectual
property nights for farmer varieties and related traditional knowledge. There are similar
demands within the context of the meetings of WIPO's Intergovernmental Commitiee on
Intellectual Property and Genetic Resources, Traditional Knowledge and Folklore meetings.

Some countries have instituted national laws that establish bilateral systems of access to
genstic resources and negotiate agreements on a case-hy-case basis. More are in the
process of doing so. Often these laws do not treat plant genetic resources for food and
agriculture (PGRFA) differently from other forms of genetic resources. But is there a case for
treating plant genetic resources for food and agriculture any differently?

Interdependency and Genetic Resources

Most of the food crops wers developed over millennia in parts of the world that are today
considered to be developing countries. The arrival of Columbus in the Americas in 1492 set
in motion the so-called ‘Colombian exchange’ of domesticated crops and animals from
different parts of the world. Wheat was introduced to the Americas from Europe over 500
years ago and on his return from the Americas Columbus introduced maize to Europe. Rice
was introduced to the Amencas from Asia 200 years ago. Secondary centres of diversity
became widespread for a large number of crops and once foreign foods are now well

" Thiz paper draws on & pravious piece written by the author late in 2005.
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integrated into nationaliregional diets.

In a study assessing the degree of a country's dependence on non-indigenous crops
(measured in terms of calorific contribution to nutrition contributed by crops whose centre of
diversity is outside the country in question), Falacios (1993) showed all countries grow or
import crops that come from distant lands (Table 1), Ghana is just as dependent on crops
originating outside of Ghana (70-31%), as Italy is on crops originating outside of Italy (71-
81%). Mo nation today is completely independent in terms of genetic resources for food and
agriculture and both, developed and developing countries have come to rely on non-
indigenous crops for their food supply.

Table 1 - Levels of dependency for some countries in the world

Degree of ) _
. Primary region of
Country depﬁl;f}enoe Main source of energy supply diversity of crops
China 45— 35 Mon-native — wheat, sugar, Ea=st Asia - rice, onion, tea,
Japan 43-8/1 maize, potato soybean, orangs, Brassica,
Fepublic of Korea 3054 Mative — rice, soybean millet
- _ Mon-native — wheat, maize . .
ndones:a 29-33 cassava, soybean, sweet potato Southeast Asia — rice,
Philippines 28-38 Native — rice, sugarcane, banana yam, banana, sugarcane,
Vistnam 13-19 coconut ' ' coconut/copra and citrus
Bangladesh 14 — 21 ] South Asia - rice,
india 35 _ 47 Mon-native — wheat, maize sugarcans, banana,
- Mative —rice, sugarcane, millet sesame, milet, Brassica
Mepal 47 - 37 rapa, B juncesa
Australia g3 -100 Mon-native — wheat, rice, barley, .
Mew Zealand 87 —100 potato, maize, soybean, swest Pac"ég é;#ftirgpa:f and
Fiji 65— 77 potato
Ethiopia 28 - 56 Men-native — Phassolus, maize,
Kenya 89-198 aweet potato, potato, caszava, _
Uganda 76— 88 banana, plantain, wheat, rice Eas;:"ﬁusrﬁ'fﬂm?; ﬁi;fnr!lca
South Africa 490 - 98 Mative (for Ethiopia) — tef, dvena - S0rg ' ¥
Fimbabwe 89— 95 Abyssinian, Brassica carinata
Brazil 81-394 Mon-native — wheat, sugar, rice, | /ANdean region - potato,
Andean Redion maize, soybean, plantain, banana sﬁiﬁ{ﬁiggﬁﬂ'
Argenting 89— 195 Mative — potato, Phaseoius (for ::assm';a rcuun-:;nu:t
. _ Andean Region); cassava (Brazil) '3, 4 '
C':' on b|a 54 94 L / p|neapple
) Europe - apple
Westemn Europe Mon-native — wheat, soybean, i i i
{on average) 70-395 barey, potato, maize, rice sugar, |_Med|te_rranean region -
alive, grape)
. Mon-native — wheat, sugar,
United States F7—100 - .
Canada 84 _ 49 soybean, potato, maize, barley, North America - sunflower

rice, groundnut

Multilateral versus hilateral systems of exchange of germplasm

As policy makers dehate options in regulating the exchange, use and ownership of, and
benefits from PGRFA, data on the magnitude and direction of germplasm flows might shed
some light on whose interests would be served by placing restrictions on access to PGRFA.
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The Consultative Group on International Agriculiural Research (CGIAR), often called the
international public sector, was the first formal system in place that provided plant breeders
access to germplasm available beyond their borders. The CGIAR collections comprise over
half 2 million samples of crop, forage and tres germplasm of major importance for food and
agriculture. Data from the System-wide Information Metwork for Genetic Resources
(SINGER) (hitp:/fsinger.cgiar.org), an information exchange network of the CGIAR and
associated partners, provides some insight into flows of genetic resources around the world.
Tahble 23 indicates the number of samples of accessions originally collected from a region
that were distributed to another over the years 1973 — 2003. For instance, 12,584 samples of
accessions originally collected in the Asia Pacific region were distibuted to recipients
located in Burope.

Table 2a - Flows of genetic resources within and between regions

Samples of accessions collected originally from

7o Region | Asia Pacific | Europe | N America | S Amerca | SSaAfica | wana | rotal
Asia Pacific 208,005 11,074 30547 30685 133,808 45030 461328
Europe [ 42584 | so52 | 34se | 1oace | tvesr | oraes | yesas

N America 13,458 2,332 3,410 1728 | 18745 9,313 58,987

S America 10,677 4635 4,881 60248 | 11340 4778 96,355
Sub Saharan Africa | 21,658 3,603 8,050 19212 | 61222 5374 | 121025
West& NAfica | 13708 | 6435 | 3088 | 2450 | 10133 | 44533 | 79441
Total ' 2g1268 | 24021 | 52385 | 134708 ) 3252792 | 10500 | sesers

Mote: The data reflects samples of single acceasion that have been provided

A further analysis of the data in Tahle 2b demonstrates the benefits that all regions obtained
from an ‘open access' system. If requests for a sample are indicative of a need for
germplasm for crop ressarch and development, the table below is illustrative of
interdependency hetwesn regions and furthermore, the benefits from a co-operative and
multilateral system of access to genstic resources.

Table 2b — Dependency between regions on genetic resources

Accessions originally |Samples distributed to Flows to region from Material

St collected from region region Sl within (%) | horrowed” (%)
Asia Pacific | 158,153 | 461,328 " 74 L 55
Sucoe 35 560 78,543 224 20 Y
| NAmerica 16,557 58,087 355 7 | o4
| samerica 105,650 08,355 o1 45 37
Sub Saharan Africa | 116,508 | 121,075 | s | 74 | ag
| West& N Afica 85,447 70,441 @2 a2 44

| 519,092 | 895 673 | | |

lUsing genebank data from the CGIAR and other sources, M Halewood et al. {unpublished)
focussed on exchanges of PGRFA in and out of Kenya and Uganda. Over the course of
twenty years (approximately 1874 — 2001) Kenya and Uganda together received (from all of
the 11 CGIAR genebanks) a total of 12,000 unigque accessions that were collected from
other countries. During the same period of ime, the genshanks distributed 4,000 accessions
originally collected in Kenya and Uganda to other countries of the world. Kenya and Uganda
therefore gained access to 300% more accessions than they distributad.

A breakdown by crop is presented in Table 3. This data on germplasm transfers indicates
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that Kenya and Uganda have gained access to a wide range of material from haoth, the
region and the rest of the word. Halewood et al. point out that even when Kenya and
Uganda are actually the centre of diversity of the crop in question, their proporionate gain in
access to matenal of that crop far outstrips the region’s or the rest of the world's gain. They
highlight this is so because of Kenya's and Uganda's paricipation in a relatively open
system of facilitated access the CGIAR operates for its ex siu collections.

Table 3 - Germplasm accessed by Kenya and Uganda (K+U), 1974 - 2004

. . Material collected from (%)

Crop Centre of diversity T SSA Rest of the world
Glmundnut South America 18 14? . 35.
Finger millet East Africa 20 ) an )
ey [ s | |
Pigeonpea East Africa 15 40 -
Sorghum East Africa 3 74 23
Tropical forages CIAT 20 33 _ 4T
Forages ILRI 2 95

* Sub Saharan Africa

kenya and Uganda are not alone in their nead for genetic resources from around the world.
In 1284, the International Fund for Agricultural Research (IFAR) produced a series of case
studies based on fifteen countries (Chile, Colombia, India, Indonesia, Kenya, Madagascar,
Pakistan, Peru, Philippines, Rwanda, Saudi Arabia, 3yria, Tanzania, Uruguay and
Zimbatwe) that showed that together they received 47 502 vegetahle and 16,923 forage
samples from international agricultural research cenires. Their own contribution fo the
collections were 2,712 and 7,381 samples of vegetables and forages, respectively. In other
waords, the number of germplasm they received from the collections was many more times
than that they contributed.

Legislation that poses restrictions on a multilateral and open system of access may alter
these patterns of germplasm flows. Had the fifteen countries studied by IFAR obtained the
needed germplasm through a bilateral system, they would have had to negotiate with the
125 and more countries that had made material available o the centres (Fowler et al., 2001).
Simple fransaction costs associated with bilaterally accessing material would be substantial
for any country. If the ratio of inflow to outflow of genetic resources remains as it is, but
access were subject to restrictions and became monetary-based, all developing countries
stand to lose. Access would be particularly severe for poorer countries with small markets
and weak institutions.

The Convention on Biological Diversity

Article 15 of the CBD affirms the soversign rights of all countries over their natural resources
and their authority to determine access to genetic resources based on “prior informed
consent” and “mutually agreed terms™. Under the CBD, countries may provide access to
genetic resources for which they are “countries of origin®, countries possessing the material
in in-situ conditions. /n-sity is defined as:

...conditions where genetic resources exist within ecosystems and natural
habitats, and, in the case of domesticated or cultivated species, in the
surraundings where they have developed their distinctive properties.



UNEP/CBD/ABS/GTLE/1/2
Page 104

Presentation made at ICC Fanel Discussion
" Making Intellectual Property Worlk for Development”, WIPO, 26 Apnl 2007

This framework, while useful, doss not provide an explanation or advice on what a
“distinctive property” is. MNeither does it clarify what “property” is: is it a genes, a frait, a
particular combination of otherwise common alleles? Centres of crop diversity have not
always occupied a limited area and moreover, secondary centres of diversity exist in areas
with a long history of continuous cultivation. If a crop is oligo-centric or non-centric in its
arigin, how can one know where a particular “distinctive property” first arose? What happens
when a single seed contains numerous distinctive properties, each with a potentially different
country of origin?

The histonic wide spread use of PGRFA is evident in the ancestry of individual crop varieties.
Mumerous publications cite examples of the complex parentage of crop varieties used widely
in breeding programmeas all over the world. VEERY, a wheat variety widely relzased in the
19805, and still used in breeding programmes around the world, was developed through
3170 crosses involving 51 parents from 26 different countries. A study of 1709 rice varieties
released in 15 couniries, showed that only 145 varieties (8.5%) were developed entirely from
own-country parents, grandparents and other ancestors. Thirteen of these 15 countries were
more than 80% dependent on foreign progenitors for their nce-hreeding programme. Table
4 presents a summary of international flows of rice ancestors in sslecied countries.

Table 4 - Intemational flows of rice ancestors

Counbry Landrace pru_gffnitors in Own Borrowed
released varieties (no.) landraces [%z) [ landraces (%)

Bangladesh 233 2 S8
Brazil 48D 17 83
Burma 442 T 93
China ge8 18 82
India 2917 40 60
Indonesia 463 9 91

Mepal 142 1 99
Migeria 185 8 92
Pakiztan 185 100
Philippines 218 T 93
Sri Lanka K 17 83
Taiwan 20 3 3
Thailand 154 18 82
United States 325 67 33
Vietram 517 4 96

Source: IPGRI (2005)

Soring out which country has the right to negaotiate the terms of access o genetic resources
for food and agriculiure led delegates to the CBD to recognise that there was a need "o
seek solutions to outstanding matters conceming plant genetic resources” and led to
neqotiations that concluded in the International Treaty on Plant Genetic Resources for Food
and Agriculture.

The International Treaty on Plant Genetic Resources for Food and Agriculture

After seven years in negotiation, the International Treaty (the “Treaty") on Flant Genetic
Resources for Food and Agriculture was adopted in Movember 2001 and came into force in



UNEP/CBD/ABS/GTLE/1/2
Page 105

Presentation made at ICC FPanel Discussion
" Making Infellectual Property Worlk for Development”, WIPQ, 26 Apni 2007

June 2004 It is the first treaty that provides a legal framework that not only recognizes the
need for conservation and sustainable use of plant genetic resources for food and
agriculture but also delineates a regime for access and benefit sharing, and in this process
provides direct and indirect links to intellectual property right instruments.

How will the Treaty work?

A Reaffirmation of the Common-Heritage Approach to Genglic Resources

The main institutional innovation of the International Treaty is found in the novel schems
devized to regulate access and bensfit sharing of PGRFA. For the most important food crops
the Treaty establishes a Multilateral System of facilitated access that tempers the concept of
national soversignty with the recognition that all countries depend largely on PGRFA
originating in other countries, thereby implicitly affirming the scienfific and historical
soundness of the “commaon heritage™ approach.

The Treaty also provides facilitated access to all material that are listed in Annex 1 held in
trust under the auspices of the FAD by Centers of the CGIAR. “In trust” refers to material
collected before 1994 when the CGIAR enterad into an agresment with FAD bringing its
gene bank material under the auspices of FADQ. Non-Annex 1 material held by the CGIAR
gene banks in trust collections will be distributed by a Material Transfer Agreement that is
substantially similar to the one adoptad for Annex 1 matenal.

In response to calls for benefits flowing from the use of biological diversity to be shared with
the country of ongin of the material, discussions have fended to focus solely on monetary
benefits often as a precondition to access. This approach, although well intentioned, has led
to a disregard of the significant non-monetary benefits that result from the use of genetic
resources. The Treaty reiterates that facilitated access under a multilateral system is
probahly the largest single benefit also to the providers of the material.

The tool for translating the language of the Treaty into contractual obligations for materials
from the multilateral system is a Standard Material Transfer Agreement.

Intellectual Property Rights

In addressing the thorny issues of ownership of genetic resources and benefits resuliing
from their use, the Treaty acknowledges that they are inextricably linked with the more
practical guestions of not only access to, but also development and use of these resources.
And in so doing the Treaty recognises intellectual property rights. This is of significance as
modern varigties, those important bullding blocks for the plant breeding indusiry, are often
protected either according to the UPOY system known as Flant Breeder's Right (PER) or by
patents, and in certain circumstances they are protected by PBR and contain patented
elements. The Treaty's respect for intellectual property rights is also evident in its restriction
of the multilateral system to genetic resources “under the managemeant and control of the
Contracting Paries (States) and in the public domain”.

The henefit-sharing regime of the Treaty constitutes another part of the process that seeks
to make PGRFA a common concern of humankind. Providers are granted the night to receive
some forms of henefits for facilitating access. Recipients of PGRFA who commercialise a
product that incorporates material from the multilateral system will pay a share of the
benefits arising from the commercialisation of the product into a financial mechanism sst up
b the Governing Body of the Treaty. Mandatory benefit sharing will not apply in cases
where the product is available without restriction to others for further research and bresding.

Mandatory Benefit Sharing
Mandatory benefit sharing will not apply to culiivars that have incorporated material from the
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multilateral system and subsequently heen protected by plant variety protection ceriificates
under the UPOY or other swi generis systems with a breeders exception. It will apply to
products protected by utility patents for instance or other systems where access is restricted,
unless the holder of the nghts voluntarily waives some of the rights that such laws typically
provide. Intellectual property rights are, however, cannot be applied for anything “in the form
received.” The question is whether this will be experienced as a limitation.

The International Seed Federation (ISF) interprets this aricle as follows: It is possible to
claim intellectual property or other rights that limit access to the genetic parts or components
Isolated or inherted from the material received, provided that the crteria for patentahility (in
particular the utility patent on plants) are fulfilled. & genetic sequence without proven
industrial activity as such should not be patentable. Nevertheless, the rights granted should
in no case imit access to the initial genetic matenal. If 50, then the recipient of the material
will pay, according to the prescribed norms, into the funding mechanism set up by the
Treaty.

This interpretation is logical in the context of Article 13 of the Treaty, which through its use of
the word “incorporate™, presumes that material received will be used in the development of
new products which would in turn be protected by intellectual property rights. Some forms of
property nights may limit the use of new products. In exchange for this privilege, bensfit
shanng is mandatory.

Fowler (200%) wrote, “Patents cannot typically be acquired for something that is pre-existing,
known and described. Different countries, however, may interpret “in the form received”
differently. In the 5., for example, patents are available for “the isolated and purified form
of the DNA molecule.” The .5, authorities might argue that this isolated and purified form
was not the form in which it was received from the Multilateral System. Others might argue
that this is an irmelevant distinction. It would appear, however, that since the Treaty explicitly
respects intellectual property rights and since such rights are national in character, it will be
difficult for the Treaty to be interpreted in a manner that does not allow “paris and
components” to bhe patented in the .S, if the application meets U_S. requirements. Denial of
this right would be counter to other provisions of the Treaty”.

Multilaterism and Development

Access to plant genetic resources is indispensable for research and development of
improved crops. Exclusion of a2 crop from a multilateral system such as the Treaty could
condemn it to an “orphan’ status, as according to the provisions of the CBD - under whose
pundew such materal falls - access to genetic resources would be purely on terms mutually
agreed between those wishing access and the ‘owners’. New breeding programmes would
probably not be initiated and existing programmes may be confined to using the germplasm
countries already had.

A list of 35 crops and crop complexes (e.g. Brassicas) and 29 forage species is included in
the Treaty's multilateral system for access and bhenefit sharing, bringing an anticipated
stability and predictability to their access and transfers. Howsver, numenous crops including
many that are imporiant o the poor are not included in the multilateral system. Even as
countries agreed to include those crops most important for food security and for which there
was interdependency, the list of crops was the subject of intense negaotiation. FPolitically
maotivated caution on the part of many ‘gene-rich’ countries won the day.

Rice, maize, wheat and potatoses are there. Soybhean, tomato and groundnut are absent
while asparagus, strawbermy and grass pea are on the list. Most vegetables, fruits and
tropical forages, as well as crops that also have industrial uses, are excluded and thus
outside the scope of the agreement. Crops such as African leafy vegetables not globally
widespread but important to the nutritional well being of many people in developing countries
are also not listed.
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Minor food crops with limited exchange and less complex negotiations may be amenable to
bilateral arrangements but a multilateral approach as proposed by the Treaty offers
opportunities for developing common and cost-effective conservation strategies, and for
coordination and mutual support among pariners. It offers participants access to a far
greater range of germplasm than is generally possible in bilateral arrangements such as
those provided under the CBD. Additionally, it provides access to 3 wider range of
information than is available bilaterally and offers opportunities to use information cost-
effectively, avoiding duplication of efforts and unnecessary expense by sharing databases. It
is preferable for crops with a wide geographical distribution. The advantage is even greater if
one considers a multilateral agreement covering a range of crop species.

The ahility to exploit genetic resources worldwide coupled with the creation of a systemn of
national and international research cenfres in the 19605 revolutionised the supply of
improved cereal varieties to developing country farmers. However, the financial and political
environment of the last decade has seen significant reductions to the development of
agricultural research capacity in many developing countries.

Traxler and Pingali (1929) subdivided 31 developing country national agricultural research
systiems (NARS) with wheat breeding programmes by the output of their research activities.
They concluded that 25 did not have effective breeding capacities and were only able o
release useful varieties by testing imported varieties and releasing those hest suited to their
envirenment. Such a situation creates an even stronger economic incentive for cooperation
among countries and to free ride on research spillovers.

Summing up

The use of biological diversity is perhaps the most important prerequisite for the long-term
conservation and sustainable use of FGRFA. Better use of plant genetlic resources is critical
to meeting the challenges of increasing food production and of alleviating poverty. All
countries depend on  plant genetic resources originating  beyond their horders.
Interdependence demands co-operation. International agreements are also necessany to
guarantee the conservation of genetic resources. These were the views that the international
community took while developing the legally binding multilateral system for access and
benefit sharing in the framewaork of the International Treaty. Although far from perfect, the
design of the Treaty reflects the nature of plant genetic resources for food and agriculture
and the uses to which they are put.

Facilitated access to a wide range of crops for food and agriculture under a mulilateral
sysiem, as promised by the Treaty, is essential to farmers and plant breeders.
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INTERNATIONAL ORGANISATION FOR BIOLOGICAL CONTROL (I0BC), INTERNATIONAL
BIOCONTROL MANUFACTURERS ASSOCIATION (IBMA) AND AFRICAN INSECT SCIENCE
FOR FOOD AND HEALTH (ICIPE)

Dear Executive Secretary, Mr Ahmed Djoghlaf

As a preparation for the next ABS AHTEC meeting held in Windhoek Namibia on the 2-5 December
2008, you called for a submission of views on the terms of reference in the Para 11 of Decision IX/12.

On behalf of the IOBC-Global, the organization representing more than 2000 biocontrol researchers and
practitioners (International Organisation for Biological Control), the IBMA, representing 150 companies
in this area (International Biocontrol Manufacturers Association), and icipe, an international research
centre working on Biocontrol in Africa and for Africa, | would like to submit our views.

Do allow me to use your template of questions and annex them to this letter, as well as the contact
persons.

Yours sincerely

o — ‘
& ‘(4\; G %[f&

Dr. Fabian Haas
icipe Nairobi
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Annex |
Views on Para 11 of Decision 1X/12

(a) What are the different ways of understanding biological resources, genetic resources, derivatives and
products and what are the implications of each understanding for the development of the main
components of the international regime on access and benefit-sharing, including in relation to sectoral
and subsectoral activities and in relation to commercial and non-commercial research?

In Classical Biological Control the whole organism is used as a natural enemy of the targeted pest. This
organism is released into a new environment where it is expected to get establish. It then becomes a new
component of the biodiversity. The organism and its action, i.e. the suppression of a pest, thus become a
public good, serving everybody, every farmer and every person in its range for free and no body/company
receives any continued monetary benefit from its existence and actions as contemplated in the scope of
the current national access and benefit s sharing regimes, or in the on-going negotiations.. Classical
Biological Control programmes are supported through national or international initiatives in which
donors, national administration and universities/research centres work closely together during the whole
process.

In case of Inoculative Biological Control an organism is most often released to confined environments
(e.g. greenhouses) and controls/kills the pest for a certain time but usually does not become established.
Therefore long-term control requires the continued and repeated release of the organism, to be supplied
by an institution.

In both cases, however, the organism is not genetically modified, IPRs,as contemplated in the current
national access and benefit sharing regimes and biosafety (Cartagena Protocol) issues are therefore not
involved, and the organism remains available in its natural (and new) environment to all possible users
(other biocontrol firms, local people, and scientists) and uses. What is usually charged for where
commercialization of the organism occurs, is for the mass rearing and handling of the organism on its
premises.

Further, the natural enemy is in neither case not continually extracted from nature and no genes or
substances are isolated and used independently, neither is the organism genetically modified. Therefore,
no Intellectual Property Rights are granted nor infringed, and derivatives do not occur.

With regard to the natural population it should be stressed that the organism is not continually extracted
from nature, since once released it will build up a new independent population, and in case of Inoculative
Biological Control, the company mass rears the organism producing the high number necessary for
effective release.

Since the organism is used as a whole, no genes or substances are isolated, which are used directly or
could be used for other products. So the issues of derivates do not apply here.

In Biological Control the organism is seen as whole, as a biological resource, and not reduced to genes.

(b) Identify different forms of utilization of genetic resources in relation to sectoral and subsectoral
activities in the context of Article 15, paragraph 7, of the Convention;

Because it does not generate income to companies, Classical Biological Control is usually implemented
and conducted through cooperation between research institutes from several countries, often on several
continents, and donors. The results and techniques are published in reports to donors and scientific
contributions and become thus available to everybody. The cooperation increases the scientific and
administrative capacities to deal with future pests.

Inoculative Biological Control stimulates the research in ecology and biology of the species involved. As
the organisms themselves are not protected by IPR, all biocontrol companies can mass rear the organism
for commercial use. Prices drop through competition between companies offering the same organisms.
The natural population is not affected despite this use.
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(c) Identify and describe sector specific characteristics of access and benefit-sharing arrangements and
to identify the differences, if any, between approaches in sectors;

Specific to this sector is that is deals with Invasive Alien Species brought from their natural range to new
areas. So, allowing biological control is very much along the lines of CBD’s call for cooperation,
managing IAS and preventing damage to biodiversity in other countries through an invasive alien species.
It also affirms the principle that biodiversity is of common heritage to mankind.

Specific to the sector of biocontrol is the access to a —compared to the natural population- minute number
of specimens of the wild population of the natural enemy. The biocontrol agent is then mass reared and
released without modifying its genetic material, thus no patents can be granted.

Specific to this sector is that natural enemies become established as new elements of the local biodiversity
and become a public good, with costs for nobody but benefits for all.

Specific to this sector is the very strong aspect of cooperation amongst scientist and donors across
continents and countries, and the publication of the results in freely accessible media. Even in the case of
companies, the result of their research work, i.e. the finding of a natural enemy of a pest organism,
becomes immediately public knowledge when the company starts marketing. Anybody can start using the
same organism for the same purpose.

(d) What are the ranges of options and approaches for taking these different characteristics into account
and that may bring coherence to access and benefit-sharing related practices in different sectors?

The current practice could be molded into a SMTA (Standard Material Transfer Agreement) which is
capturing the aforementioned customs and restricting the activities to exactly the uses common in
biological control.

At this point it should also be noted that the sector of biocontrol is already regulated under the roof of the
FAO and IPPC to minimize the risks related to introduction of new species. So, ABS would actually add
to these requirements.

The biocontrol community is also in favour of the MLS found under the ITPGRFA or ‘The Plant Treaty’,
as it is colloquially called. This treaty is appealing because it has a ‘commons approach’ for access and
distribution of benefits while allowing simple and easy access to biodiversity components.

Annex 11

Contact Persons (alphabetic to organization)
Ms Johannette Klapwijk Prof. Dr. Jacques Brodeur
Head of Invertebrate Biocontrol Agents President of the
IBMA - International Biocontrol Manufacturers Association IOBC - International Organisation of
www.ibma.ch Biological Control
jklapwijk@koppert.nl www.entomology.wisc.edu/iobc/nrs.htm
Phone +31 105 140 471 Institute de recherche en biologie vegetale

4101 rue Sherbrooke

Montreal
Dr. Fabian Haas Canada H1X 2B2
Head of Biosystemtic Support Unit jacques.brodeur@umontreal.ca

icipe — African Insect Science for Food and Health
www.icipe.org

Kasarani, Duduville Campus

Nairobi 30772-00100

Kenya

fhaas@icipe.or

Phone +254 728 132 868

Phone: +1 514 872 4563
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INTERNATIONAL SEED FEDERATION (ISF)

ISF Position on Access to Plant Genetic Resources for Research and Breeding
(Oct 2008)

Plant genetic resources are used for very diverse purposes such as pharmaceutical products, cosmetics and
plant breeding. Consequently, any regime on access and benefit sharing (ABS) for such plant genetic
resources must take into account the specificity of each sector of users.

Since the beginning of agriculture and horticulture farmers have selected cultivars from the genetic
diversity available to them. Over centuries they moulded these genetic resources through phenotypic
selection, facilitated genetic exchange between cultivars and their weedy relatives, and transported their
cultivars from one region of the globe to another. By incorporating and recombining genetic diversity
available worldwide into new varieties, modern plant breeding has created, and continues to create, more
variation in crops than has ever been available to growers and consumers.

All countries are strongly dependent on each other for plant genetic resources. Each country grows or
imports numerous crops whose centres of diversity lie outside its national boundary making it inherently
dependent on multiple foreign genetic resources. The widespread use of plant genetic resources,
historically based on open access, is evident in the ancestry of individual varieties.

Access to genetic resources used in plant breeding is best facilitated through a multilateral approach that
recognises and takes into consideration this dependency between countries. Public research institutions
and small breeding companies in developing countries, those who access an overwhelming majority of
plant genetic resources from gene banks, are particularly at risk of being unable to negotiate bilateral
agreements. A multilateral system and standard terms of access would also encourage the sustainable use
and conservation of plant genetic resources.

The CBD is debating a certificate of origin, source or legal provenance that would be required to
guarantee benefit sharing once genetic resources had left the provider country. ISF is not in favour of such
a certificate, as neither its need nor true value has been demonstrated. The complex parentage of genetic
resources used for plant breeding and the continuous recombination of genes render its implementation
impractical.

ISF believes that the Multilateral System (MLS) of the FAO International Treaty on Plant Genetic
Resources for Food and Agriculture (the “Treaty”) is the right approach for ABS of genetic resources
used in plant breeding programs. ISF strongly recommends that all plant genetic resources used regularly
in plant breeding programs be brought into the MLS of the Treaty.

For plant genetic resources used in plant breeding that are not in the MLS of the Treaty, ISF supports a
sectoral approach in CBD’s International Regime on ABS. They should be accessed through an MLS-like
system using a standard Material Transfer Agreement. Benefit sharing provisions should take into
consideration the specificities of the plant-breeding sector.
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INTERNATIONAL UNION FOR PROTECTION OF NEW VARIETIES OF PLANTS (UPQV)

Dear Executive Secretary Djoghlaf,

I have the pleasure to refer to notification reference
SCBD/SEL/OJ/VN/GD/64650 of August 18, 2008, concerning Access and
Benefit-sharing: Group of technical and legal experts on concepts, terms,
working definitions and sectoral approaches - nomination of experts and
submission of views.

Views and proposals of the International Union for the Protection of New
Varieties of Plants (UPOV) in relation to the elaboration and negotiation of the
international regime on access and benefit-sharing were expressed in the reply of
UPOYV to the Notification of June 26, 2003, “Access to Genetic Resources and
Benefit-Sharing”, adopted by the Council of UPOV on October 23, 2003, and
sent to the Secretariat of the Convention on Biological Diversity under cover of a

letter dated October 27, 2003.

[ have the pleasure to send you herewith the reply of UPOV as mentioned
above, and I would appreciate it if you could arrange for this document to be
distributed to the participants of the meeting to be held in Windhoek, Namibia,
from December 2 to 5, 2008.

Sincerely yours,
Rolf Jordens
Vice Secretary-General
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UNION INTERMATICIKALE
POUR L& PROTECTION
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PRLANZEMZIOCHTUNGEN

FENF RCHWELT
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ACCESS TO GENETIC RESOURCES
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AND BENEFIT-SHARING
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Reply of VPOV ro the Novification of fune 26, 20032, from the
Execurive Secretary of the Comvention on Biological Diversity {CBD)

adopted by the Council of UPDY
gl its thirty-seventh ordinary session
on Qetober 23, 2003

34, chemin des Colombeties — CH-1211 Genéve 20 — Tel; (+41-123 338 91 11 — Fax: (+41-22) 733 03 36
E-maill: upov,mall@wipoin - Internet: hep:/'www.upov.ist
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Iniroduction

I.  The International Unicn for the Protsction of New Varieties of Plants (UPOV) is an
intergovernmental organization, established by the International Convention for the Protection
of New Varieties of Plants (the “UPQV Convention™). The UPOV Convention was adopted
on December 2, 1961, and revised in 1972, 1978 and 1991, The Mission of UPOV, hased on
the UPOV Convention, is: "To provide and promote an effective system of plan! variety
protection. with the aim of emcouvaging rhe development of new varieties of plants, for the
bengfit of socien.”

2. As of July 31, 2003, UPOV has 53 members'. Furthermore, 18 States and two
intergovernmental organizations have initigted, with the Council of UPOV, the procedure for
becoming members of the Union and 33 other States have been in contact with the Office of
the Unicn for assistance in the developmens of legislation on plant variets protection. It is
therefore anticipated that more than 100 States or intergovernmental organizations may be
members of UPOV in the future.

3. UPOV supports the view that the Convention on Biological Diversity (CHD) end ralevan
intemational insruments dealing with inellecual  property  rights,  including  the
UPOY Convention, should be mutually supportive,

4. Tt should be recalled that the Conference of the Patties to the CBD, in i
Decision IV-24, taken at {ts sixth Meeting (COP-6) held in The Hague, Netherlands, from
April 7 to 19, 2002, acknowledged relevant work being camied ow by other
intergovernmental organizations, such as the Weorld Intellectual Property Organizaron
(WIPO), the World Trade Crganization {WTO). the United Mations Conference on Trade and
Development (UNCTAD), the Food and Agriculture Orgamization of the United Nations
(FAO) and POV, on issues related 1o access o genetic resources and benefit-sharing,

5. UPOV has developed & reply based on the principles of the UPOV Convention in order
to provide some guidance on UPOV's views on the “process. nature, scope, elements and
modalitics of an international regime on access to genetic resources and benefit-sharing,”

Ageess 10 Genetie Regources

6. LUPOV considers thatl plant breeding is a fundamental aspect of the sustainable use and
development of genetic resources. Ttis of the opinion that access to genetic resources is a key
requirement for sustainable and substamtial progress in plant brecding. The concept of the
“reeder’s exemption” m the UPOV Convention, whereby acts done for the purpose of breeding
other varietics are not subject to any restriction, reflects the view of UPOV that the worldwide
community of breeders nesds access 1o al! farms of breeding material to sustain greatest progress
in plamt breeding and. thereby, to maximize the use of genetic resources for the benefit of
sociery.

More detailed information coneerning UPOV's membership can be found ac
http: irwwwr npov. incen aboutmambers ndex.hem,
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Diselosure of Crigin

7. The requirement for “distinemess” in the UPOV Convention® means that protection
shall only be granted after an examination to determine if the variery is clearly distinguishable
from all other varieties, whose existence is a matter of common knowledge’ at the date of
filing of the application, regardless of the geographical originn  Furthermore, the
UPOV Convention provides that, if 1t is discovered that a breeder’s right has been granted for
a variety that waz not distinct, that right shall be declared null and void

B.  The breeder is wsually required. in a technical questionmaire that accompanies his
application for prolection, to provide information toncerning the breeding history and genetic
origin of the variery, UPOV encourages mformation on the ongin of the plant material, used
in the breeding of the variety. to be provided where this facilitates the examination mentioned
above, bt could not accept this as an additional condition of protection since the
UPOV Convention provides that protection should be gramed 1o plant varieties fulfilling the
conditions of novelty, distincmess, uniformity, stability and a swtable denomination and does
not allow any further or differemt conditions for protection.  Indeed, in cerlain cases. for
technical reasons, applicents may find it difficult, or impossible, to identify the exact
geographic origin of all the material used for breeding purposes.

0. Thus, if & country decidee, in the frame of its overall policy. 1o introduce a mechanism
for the disclosure of countries of origin or geographical origin of genetic resources, such a
mechanism should not be mbroduced in 8 narrow sense, as & condition for plant variety
protection. A separaie mechanism from the plant variety protection legislation, such as that
wsed for phytosanitary requirements, could be applied uniformly to all activities concerning
the commercialization of varisties, including, for example, seed quality ot other marketing-
related regulations.

Frior Informed Consent

10.  With regard tw any requirement for a declaration that the genetic material has been
lawfully acquired or proof that prior informed consent concoming the access of the genetic
material hes besn obtained, UPOV encourages the principles of transparency and ethical
behavior in the course of conducting breeding activities and. in this regard, the access to the
Eenetic material used for the development of & new variety should be done respecting the
legal framework of the country of origin of the genetic material. However, the
UPOV Convention requires that the breader's right should not be subject to any further or
different conditions than the ones recuired to obtain protection.  UPOV notes that this is
congistent wath Article 15 of the CBD, which provides that the determination of the access o
gentctic resources resis with the naticnal goveérnuments and is subject to national legislation.
Furthermaore, UPOY considers that the competen! authonty for the grant of the breeder's
rights is not in a position 10 verify whether the access to genstic material has taken place in
accordance with the applicable law in this field,

—

Reference to the UPDY Convention in this documem should be understood as a refersnce to the latest Act of
the UPOV Corwention (the 1991 Act). The full texr of the UPOV Comvention ean be found a
Rt o, upow. inven/pubd ications’conventions/ | 99 | /coment. hom

The matier of commeon knowledge is considered firther m UPOY document “Ths Notion of Breeder and
Cemmen Knowledgs" (C{Enr w192 Rev.). This document can be [ound at:
htpputsaww upov inten/abstticey_issuas hom

)
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KSummary

11. Since the legislation on aceess vo genetic material and the legislation dealing with the
gramt of bresders’ rights pursue different objectives, have different scopes of application and
require & different administrative structire to monitor their implementation, UPOV considers
that it (s appropnate to include them in different legislation, although such legislation should
be compatible and mutually supportive,

Benefit-Sharing
Breeder s Exemption

12, UPOV would be concerned if any mechanism fo claim the sharing of revenues were to
impose an additional adminietrative burden on the authority entrusted with the prant of
breeders’ nights and an additional Gnancial obligation on the breeder when varieties are used
for further breeding Indeed, such an obligation for benefit-sharing would be incompatible
with the principle of the breeder’s sxemption established in the UPOY Convention whereby
acts done for the purpose of breeding other vaneties are not, under the UPOV Convention,
subject 1o any restriction and the brecders of protected varieties (iitial varieties) are not
entitled to financial benefit-sharing with breeders of varieties developed from the initial
varieges, excepl m the case of essentially derived varieties (EDV). Furthermore, a
bensfit-sharing mechanistm within the legiclation to grant breeder’s rights, would seem 1o tax
only “protected” varieties and, instesd of creating incentive mechanisms to develop new
varieties, may provoke the opposite effect, whereby breeders would no develop new varieties
or would not seek protection (favoring a legally insecure environment).

15. The Food and Agneulture Organization of the United Mations (FAO) at its
31" Conference, on Wovember 3, 2001, adopted the Intemational Treaty on Plant Genetic
Resources for Food and Agriculiere. This Treaty (Article 13.2. (d)ii)) recognizes the concept
of the breeder’s exemption, i that breeders are excepted from financial benefil-sharing
whenever their products are “zvailable without restriction to others for further research and
breeding ...".

Kubxistence Farmars

14, In addtion 1o the breeder's exemption and the resemrch exemption, the
POV Convention contains another compulsory exception to the breeder™s vight wherehy the
breeder's right does not extend to acts done privately and for non-commercial purposes,
Thersfore, activibies of subgistence farmers, where these constituile acls done privately and for
non-commercial purposes, are pxcluded from the scope of the breeder's right and such
farmers freely benefit from the availability of protected new varieties,

Farm-Saved Seed

15. The provision on “farm-seved seed” (also known as the “farmer’s privilege™) is an optional
benefit-sharing mechanism provided by the UPOV Cosvention, under wiich UPOV members
may permit farmers, on their awn farms, 1o use part of their harves! of a protected variety for the
plamting of a further crop. Under thic provision, members of UPOV are able to adopt solutions,
which are specifically adapted to their agricultural circumstances. However, this provision is
subject to reasonable limits and requires thai the legitimate imterests of the breeder are
safeguarded, to ensure there is & cominued incentive for the development of new varieties of
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plants, for the benefit of society. For example, certain members of UPOY apply the provision
on farm-saved seed only to certain species or limir its application using criteria such as the
size of the farmer’s holding or the level of production.

Summary

16. Mechanisms of benefit-sharing should ke into accoym the need for o relationship of
mutual supportiveness in respect of the essential principles of the UPDV system of plant
variety protection and, in particular, of the hreeder's exemption provision.

Conclusion

17. UPOV considers that plant breeding is a fundamental aspect of the sustaineble use and
development of genetic resources. [t is of the opimon thet access to genetic resources 15 & key
requirement for sustainable and substamtial progress in plant breeding. The concept of the
“preeder’s exemption” in the UPOV Convention, whereby acts done for the purpose of breeding
other varieties are not subject to any restriction, reflscis the view of UPOV that the worldwide
community of breeders needs aecess o all forme of breeding material 1o susiain greatest progress
in plant breeding and, thereby, 1o maximize the use of genetic resources for the benefit of
socicty In addition, the LIPOV Convention has inherent benefit-sharing principles in the form of
the breeder's exemption and other exceptions to the breeder’s right and UPOV is concerned
about any other measures for benefit-sharing which could introduce unnecessary barriert to
progress in breeding and the wtilization of genetic resources, UPOV wrges the Ad Hoc Open-
ended Working Group on Access and Benefit-sharing to recognize these principles in its work
and to cnsure that any measures it develops are supportive of these ponciples and, therefore, of
the UPOV Convention.

(End]
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MR. GEOFF BURTON, PRINCIPAL CONSULTANT GENETIC RESOURCES MANAGEMENT &
INTERNATIONAL CO-OPERATION, JEAN SHANNON & ASSOCIATES PTY LTD AND
VISITING SENIOR FELLOW, UNITED NATIONS UNIVERSITY INSTITUTE OF ADVANCED
STUDIES

Cover Sheet
Submission of Views in Accordance with SCBD Notification: SCBD/SEL/OJ/VN/GD64650.

Subject: Access and Benefit-sharing: Group of Legal and Technical Experts on Concepts, Terms,
Working Definitions, and Sectoral Approaches

Author: Mr Geoff Burton, Principal Consultant Genetic Resources Management
& International Co-operation, Jean Shannon & Associates Pty Ltd and Visiting Senior Fellow, United
Nations University Institute of Advanced Studies.
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Submission by: Geoff Burton, Principal Consultant Genetic Resources Management
& International Co-operation, Jean Shannon & Associates Pty Ltd and
Visiting Senior Fellow, United Nations University Institute of Advanced Studies.

Understanding Access to Biological Resources, Genetic Resources and its relationship to Derivatives
and Products

The Problem

The Convention on Biological Diversity does not define access to biological resources or genetic
resources nor does it clarify the relationship between biological resources, genetic resources and their
derivatives and products. This has lead to concerns that the application of the Convention is flawed. This
concern in turn leads to consistent calls for the inclusion of derivatives and products in the development
an international regime on Access and Benefit-sharing.

Such calls have been resisted by other Parties in the belief that national law implementing the terms of the
Convention and developed in accordance with Convention’s Bonn Guidelines, are sufficient to provide
legal certainty and to promote the fair and equitable sharing of benefits from the utilisation of genetic
resources. Moreover, it has been argued that inclusion of derivatives would expand the scope of any
regime so as to make it unworkable.

This latter view is commonly held among developed countries and particularly by those whose common
law heritage has given them confidence in the regulation of commerce by contracts - within an over
arching legal framework. The historic experience of many developing countries does not provide them
with the same confidence and countries with a civil law tradition often find themselves more comfortable
with a clear and explicit expression of terms, rights and obligations.

The continuing nature of this concern about ‘derivatives’ and ‘products’ is most recently demonstrated in
annex | to COP9 decision 1X/121 The International Regime. Here, references to the terms ‘derivatives’
and to ‘products’ are included as bracketed text in the paragraph setting out the Regime’s Objective, in
Option 1 under Scope, and are continued in Options 4 and 6. Option 7 under Scope calls for the
clarification of the term “utilization of genetic resources”. This may be interpreted as an indirect call for
the issue of derivatives and products to be resolved.

Progress?
This seeming impasse is showing signs of breaking with the scope for flexibility at the national level
being recognised in 2007.

1/ See COP9 decision 1X/12, annex 1.
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This recognition was reflected in the agreed position adopted by the Group of Technical Experts on An
Internationally Recognised Certificate of Origin/Source/Legal Provenance in its report to the 5th Meeting
of the Ad Hoc Open Ended Working Group on Access and Benefit-Sharing 2/ where they said:

“The Group considered that the sovereign rights of Parties over their natural resources allowed
them to regulate access and to determine the range of genetic resources and associated traditional
knowledge that could be covered, providing flexibility to the Parties and avoiding the need to
harmonize national access legislation and thereby significantly reducing implementation costs.
This may also allow Parties to include derivatives in the national system if they so wish. It was
felt that some harmonization of user measures and checkpoints may be necessary.”

While flexibility at the national level is welcome, it does not resolve the need for consistency in any
international regime.

Linking Purpose to Use of Resources

The Convention defines the terms Biological resources and Genetic resources but it does not define
access to resources. The opportunity to do so opens the door to providing clarity about what resources are
to be obtained and for what purpose. In doing so, providing such a definition it is one way in which the
concerns about the limitations of the existing definitions of biological and genetic resources may be
addressed.

For example, in 2005 Australia adopted the following definition of ‘access’ in its national ABS
legislation:

“access to biological resources means the taking of biological resources of native species for
research and development on any genetic resources, or biochemical compounds, comprising or
contained in the biological resources (other than an activity mentioned in subregulation (3)).”3/

In this instance the scope of the definition is initially wide with the reference to ‘taking biological
resources’ but is then narrowed by the reference to ‘native species” and by “for research and
development” and then is made specific by reference to ‘genetic resources and biochemical compounds’
found within the biological resources.

Another plain words definition of Access can be found in the United Nations University Institute of
Advanced Studies Pocket Guide (to) Access to Genetic Resources, Benefit Sharing and Bioprospecting. It
defines “Access’ as:

“Access to genetic resources means to obtain samples of biological and/or genetic material from
areas within national jurisdiction for purposes of research on conservation, commercial
application or industrial use”’4/

The inclusion of a reference to biochemical compounds in the first definition ensures that any and all
parts (derivatives) found within a biological resource are covered even if the material obtained no longer
contains any genetic material of functional heredity. The second definition addresses this issue by
including biological resources - which necessarily includes any, and all, of its constituent components.

Does such an pragmatic approach also cover ‘products’? Yes. By linking the grant of access to a defined
purpose (scientific research and development or commercial application or industrial use) any product of
the research and development process comes within the benefit sharing provisions of the system. This is

2/ See page 7 paragraph 10, UNEP/CBD/WG-ABS/5/7

3/ See environment protection and biodiversity conservation regulations 2000: part 8a access to biological
resources in Commonwealth areas
<http://www.comlaw.gov.au/comlaw/legislation/legislativeinstrumentcompilation1.nsf/0/6762c4f433643bdaca25728800075f3c?
opendocument>

4/ This UNU IAS report was prepared by Balakrishna Pisupati and published by the UNU IAS in 2007
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consistent with the express intention at CBD Atrticles 15(7) and 19(2) to secure and promote fair and
equitable benefit sharing.

At the same time, this type of approach ensures that commodity harvesting involving fishing, forestry,
and other uses of biological resources including traditional indigenous and local community uses are not
wrongfully included.

Other approaches to resolving ‘Derivatives’

The CBD defines ‘Genetic material’ as:

13

. any material of plant, animal, microbial or other origin containing functional units of
heredity.”

And goes on to define ‘Genetic resources’ as:
‘... genetic material of actual or potential value.’

In circumstances where benefits arising from biotechnologies are no longer based simply on the genetic
material of organisms but rather on the proteins produced by genes (Proteomics and Metabolics)5 or from
the interaction of genes or from the interaction of RNA and DNA within an organism, or indeed, from
proteins that are the consequence of the symbiotic interactions of organisms, it is clear that a more
inclusive a working definition of ‘genetic resources’ may be useful.

Such a working definition should be sufficiently broad as to capture advances in biotechnology.
Moreover, it ought cover biological processes as well as physical content. There are various ways of
expressing this: For example a working definition might provide that:

‘Genetic resources’:

. are genetic material of actual or potential value, including its constituent components,
biological processes and products engendered, produced, supported or otherwise involving the
material.’

The principal of any such working definition is that it captures the products of genes, and the interactive
processes involved as well as the genes themselves. The inclusion of processes is both physical (in so far
as it involves collecting something live) and abstract, in so far as it involves recognition that value lies in
the knowledge of the operation of genes, their metabolic processes and their interactions with living and
non-living biological components.

Such a working definition can add greater clarity to national ABS law. Where a consensus on specific
wording can be reached it can make a significant contribution to bilateral, regional and international
common practice.

Accordingly, the adoption of a practical definition of access that encompasses the concerns of developing
countries can remove a significant obstacle to the development of a successful international regime.

5/ Proteomics may be regarded as the study of proteins expressed by genes within an organism, with
applications in the understanding of disease and in drug development while Metabolomics may be understood as the study of cell
metabolism and involving the measurement of the metabolites of low molecular weight in an organism's cells at a specific time
under specific environmental conditions.
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Authority for a working definition

The CBD recognises that countries have national sovereignty over their resourcesl. This authority is
guoted at Article 15 (1) as the basis for its access and benefit sharing provisions. While the CBD sets out
standards and responsibilities for Parties it does not prevent additional action in furtherance of the
objectives of the Convention.2 With this in mind the development of useful working definitions is a
valuable contribution to the international regime.

1/ See CBD Article 3
2/ See CBD Article 1



