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INTRODUCTION

1. In its decision 1X/12, paragraph 11, the Conference of the Parties deicitigdalia, to establish

a group of technical and legal experts to further examine the issue of concepts, terms, working definitions
and sectoral approaches inder to assist the Ad Hoc Opended Workhg Group on Access and
Benefitsharing in the elaboration and negotiation of the internaftiaregime on access and
benefitsharing.

2. In the same decision, the Conference of the Parties requested the ExpertaGnamyide legal
and technical advice, including, where appropriate, options and/or scefidugogerms of reference for
the Group, set out inranex Il B to the decision, are as follows:

i The @&fTechnigal Expertwill address the following questisn

(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 accdssnafisharing,
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 activitiés the context of Article 15, paragraph 7, of the Convention;

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

(d) What are therange of options and approaches for taking these different
characteristics into account and that may bring coherence to access andshaniefit related
practices in different sectors?o

3. In paragraph 15 of decision IX/12, the Conference of the PartigdednRarties, 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.

I n order to minimize the environment al € topha Sdcretartpefn etrtad 6 S e
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4, Further to that request, notificatioB008104 of 18 August 2008 was sent to Parties,
Governmentsjnternational organgtions, indigenous and local communities and relevant stakeholders
and a remindenotificationwas sent on 23 Septemt£08

5. The presendocumentprovidesa compilation of submissions provided barfes, Geernments,
international organetions and relevant stakeholdersconcept, terms, working definitions and sectoral
approachesThe contributions have been reproduced in the form landuage 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
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{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
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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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“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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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

I n response to the Secretariatodos request t hrough
wishes to submit the following comments for the Expert Gdosp consi der ati on

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 defition musthas-totherefore 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 provideigeesturces or the biological resources

that contain them and through which genetic resources are acdbasastovide—access—to—genetic
resources

3. The definition ofigenet i ¢ adapted hyrthe 8D is essentially correct, but it is
necessary to avd misinterpretations that limitithoutjustification t he CBD6és scope, th
benefitsharing opportunities.

4. If we take the CBD definitions word for word, according to the definition:
AGeneti c aregeretcrnmaterslo(any materiaf @lant, 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 geaetic traits of actual or potential interest.

6. This fact is clearly expressed in the CBD6s
establishes that a) genetic materiamy biologicalmaterial (of plant, animal, microbiakicrobielogical

or other origin); and b) alwaysontaining functional units of heredjtywhich are the basic mechanism for
reproducing genetic traits of actual or potential interest.

7. What isnot 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 @bland manipulated from time immemorial, independently
from the isolation and direct manipulation of said nucleic acids. Although nucleic acidsilaeegaia non
condition, they are not sufficient to obtain genetic material.

8. Furthermore, this reductionistterpretation would mean that most genetic material, or biological
material containing genetic resources usually provided as the basiefitle-basis-ahaking use of any
genetic trait or property specific to biodiversity, would be excluded fromaineahd equitable sharing
remunerationof benefits arising from access to said materials and their use. This would prevent the
i mpl ement ation of the CBDO6s objectives.

9. There is a variety of biological material containing functional units of heredity apddixgrse
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 ma&eéinclude: 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 (BRYould lead to practical difficulties when it comes to implementing the
mechani sms and instruments designed for their us
resource (Genetic and Biological) has its own administrative system, regulatory dyatefiing 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 dedimisienout 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 genetitraits or properties of actual or potential interest):

Genetic Resources: ADNA and RNA mol ecul es, togeth
characteristic of them, and that have actual or p

12. A definition along tlose 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 wapjoly 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 dfnition 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 andjamismos
belonging to the various levels of hierarchical organisaifdsiodiversity: (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 capacitydtaceepro
among themselves); (iii) Individuals (either in the wild, as part of domesticated populations, or
maintained inex situconditions); (iv) Sexual or asexual propagules (including isolated sexual gametes);
(v) Organs or parts of individuals; (vi) Genosneithin individuals (taking into consideration the nuclear
genome and mitochondrial genome for animal species, as well as the chloroplast genome for plant species
and extrachromosomal genoriiplasmid$ for microbial species); (vii) Groups or families oéres

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 sharirtgpagfits arisinglerivedfrom access to

and the use of genetic resources must also include the use of derivatives of genetic resourcethabtained
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,incenelusiona definition that would work within the context of the CBD would read
as follows:

iDer i vathedsubstanceasrgrduct s ari sing from thédnmaegnetic re:
cases, the use of genetic resources first takes place through their derivatives: gums, dyes, active

ingredients, molecules, antioxidants, enzymes or any otheiviiog material generated natlly by the

activity of the genetic resources.

With regard to the definition and consideration of Derivative Products

16. Given the points raised herpally, it is also necessary to define the term Product within the
context of the CBD. As opposed to GBoeResources 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 desivAtiworking
definition could therefore be:

iProducts are goods that have been obtained artif
its genetic information, or based on a derivative

Comments othe 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 t
biodiversity and the vast supply 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 deweldpprocesses. 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
regardto 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 environmentsarT fisghermore

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; Biohde; 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 capacitycdes

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 environantal 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, thecaaade
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 consequentt go beyond environment al consideration
apparatus. The capacity for sustainable use depends on theastdkab chain, which is composed of

various economic and production sectors, as well as social stakeholdersakghiitéolved 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. Fromhie perspective of production, this chain involves and connects activities in different

areas, such as agriculture, pharmaceuticals;fegdi and cosmetics, with GR research and conservation
activities.

21. This approach meets social interest goals, withtditmons 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,
competitivenas, quality of life, and the sustainable use of the natural resource base to optimize and
position the countryds comparative advantages.

22. To this end, the sector approaches linked to access must involve steps, as part of the Lines of
Action, aimed at:
1 In situ andex situconservation of GR, Derivatives and Products by the public and private
sectors;
9 Fostering the recovery, protection and promotion of Traditional Knowledge;
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1 Strengthening GR inventory systems and collections, and strengthening associatiig scien
knowledge, to include them in the Conventomm Bi ol ogi c dehringbduseer si ty
Mechanism, as well as the Cartagena Protocol on Biosafety;

Building national capacity to carry out competitive bioprospecting activities;

Promoting the developmemwf national industry with a view to sustainable use of GR by
strengthening valuadded chains for GR, and fostering strategic alliances through policy
instruments, such as tax incentives and corporate social responsibility pruegram

E |
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EUROPEANCOMMUNITY 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 territorio 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
mpwmaMImmmmmmlaﬂmquedahﬂnmdiﬂmm:mm
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
relacidn con las actividades secforiales en el contexto del articulo 15, pamrafo 7 de
del Convenio:

De acuerdo con algunos autores, a lo largo de la cadena de adicidn 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, etc. 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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