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Introduction / Plan

“Context

*Historic and legal framework for ABS implementation
*Excluded genetic resources from access measures

& general scheme for wild genetic resscurces and fraditional knowledge associated to genetic
resources removed from the french territory, used for research and development activities

»Specific schemes
Specific reasures in french averseas territories

*Institutional framework for ABS implementation

*Steps to access genetic resources / associated traditional knowledge

Aocess to genetic resources for research and development without any commercial purpose © a
declarative procedurs

=Arcess for commercial purposes - an authorization procedure

E _-ILI ilisation of traditional knowledge associated to genetic resources (ng matter wether the research has
L ey COMMECial punpose or not] | an autherisation procedure

nnnnnn

=Collections
*The European regulation n*511/2014
*Penalties

*Implermentation experience in France
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Context

96 countries have ratified the Nagoya Protocol (MP)

Rich biodiversity in french overseas territories (Guyana, Wallis and
Futuna..)

Active public research
Active chemical and cosmetic industries

France : both a source country and a requesting country
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Historic and legal Context

1992 : Convention on biclogical diversity (CDB)

“ 2006 : pionneer ABS system in the national park of Amazonia (french Guyane)
2010 Signing of the Magoya Protacal in Japan (MF)

2011 France signed the Magoya Protocal

2014 ; the MP entered into force — Regulation (EU) 511/2014 of the European Parliament
and af the Council

2016 « The recapture of nature, landscape and biodiversity law = (= loi n°2016-1087 du 8
aolt 2016 pour la reconquéte de la biodiversité, de la nature et des paysages =)

= France ratified the MP (art, 46)

= Implementation in France of the Magoya Protocol on Access and
nefit Sharing (ABS)

£

2017 ; « Decree n°2017-848 of May 9th 2007, regarding the access to genetic resources
d|traditional knowledge and benefit sharing as a result from their use”

==== finalisation of the national procedure of declaration and autharisation
====> implementation of the european regulation (due diligence)
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Legal framework for ABS
implementation

The 2016 law has excluded a list of genetic resources (out of scope) and distinguished a general scheme
and specific schemes

Genetic resources exchuded from access measures
— human genetic resaurces,

— genstic resources ruled by specific conventions, such as the International Treaty on Flant genetic
Rezaurces for Food and Agricultre (ITPGRFA)

— genetic resources that are nat removed from the french territony

— genetic resources issued from species used as modek in laboratories

- genetic resources issued from activites dealing with the protection of defense and national security
* coming thés year : genelic resources issued from micro organisms colected fraom mainiand

A general scheme for wild genetic ressources and traditional knowledge associated to genetic
resources removed from the french territory, used for research and development acthities

hain achieverments : a model contract has been issued (timeline, compensation measures...) ; 3
E, _-3 s regarding declaration and authorisation procedures.
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Legal framework for ABS
implementation

“Specific schemes

- genetic resources from pathogens collected by Isboratories as part of prevention and risk
control for human health : the access will be regulated by the ministry of health — test in
preparation

- genetic resources from culthvated and wild relative plants, from demestic animals, from
domesticated  and  cultivated miciroorganisms, from cultivated trees and from  pathogens
collected by laboratores as part of prevention, monitoring and fight agalnst health damger for
animals, plants and health security for food o the ministry for food ard agriculture will anly
regulate aocess for cultivated trees,

=Specific measures in french overseas territories

- French Polnesia and New-Caledonia = general competence on enviranmental affairs, thus they have
their cwn rules.

. French Palynesia: it S environnement of'code-de-|-envirgnnement

. Mew Caledania {Pravince Mord): https:/fweenw bicdiversite.nc/attachment/229854/

. Mew Caledanis (Provinee Sud)

https:/ fwwe province- sud.nc/sites /default files/ 756331 Code¥ 2 0de% 201%2 Tenvirannement-
version32 ey 2009-25% 20APS %03 Lodf

- French Guyane and Wallis-and-Futuna Islands = designated as the 2 territories where kocal
communities may awn traditional knowledge.

- French overseas departments @ Ministry for an ecological and solidary transition (MTES) is the
campetent natianal authority (ONA) for thase territories,
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Institutional framework for ABS
implementation

PIC granted:
- genetic reraunces removed fram the french fermitary - MTES grants i,

- docess to traditional knowledge associated with genelic resources - @ pubiic enfity represeniing the
focal communmnity qrants it

CMA:

- general ABS scheme @ MTES, through DEB, is the CMA ; it is also the CHA to receive declarations of
due diligence (eurapean regulation) at the stage of final development of a product developed via
the utilisation of genetic resources or traditional knowledge associated with such resources

apa@developpement-durable gouy. fr

- declarations of due diligence (european regulation) from all recipients of research public fundings
involving the use of genetic resources and traditional knowledge associated with genetic resources :
Ministry of Research

si.apa@recherche.gouy.ir

Focal point:

- 4 through the Internaticnal and auropean affairs departrment

e | ancaleroy@developperment-durable.gouv.fr
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Steps to access genetic resources /
associated traditional knowledge

Access to genetic resources for research and development without any
commercial purpose : a declarative procedure

the applicant must fulfill a form : imprimé « CERFA » n®15786*01

(h'tps',v',“v.'\\.",'; formulaires.modernisation.gouv.fr/gt/cerfa 15786 ~~),

oronline:

- legal entities: https://www.demarches-simplitiees. fr/commencer/aps-declaration-pmorale;
- individuals: https://www.demarches-simplifiees. fr/commencer/apa-declaration-pphysique

preliminary and technical instruction by MTES : examination of the file
completion ? in the scope ?

decision within 2 months : rejection or agreement by a voucher sent to
applicant. The voucher is then published (« Bulletin officiel ») and
mcnt to the ABS clearing house.

nefit sharing : non-monetary
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Steps to access genetic resources /
associated traditional knowledge

Declaration T
- file by applicant = i saraan arpis
- inquiry by MTES

- vaucher
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Steps to access genetic resources /
associated traditional knowledge

Access for commerdial purposes : an authorization procedure
The applicant must fulfill a form : « imprimé CERFA » n® 15785*(01

{(hittps:/ fenvwow. formulaires. modernisation.gouw.frigticerfa 15785.doj,

or on line

- legal entities : hitps./fwww. demarches-simplifiees. fr'commencer/apa-autorsation-pmorale
— individuals : https:/Awww.demarches-simplifiees. fricommencer/apa-autorisation-pphysigue

preliminary and technical instruction by MTES - examination of the file
completion 7 in the scope 7

the applicant and the MTES must negociate an ABS agreement (4
months). In case of non agreement, the authorisation is rejected ;

in case of genetic resources collected ~s in a national park, the park
board meeting must give a formal opinion within 2 months ;

decision within 2 months after the agreement : authorization to access
genetic resources. The authorization is then published (« Bulletin
officiel ») and sent to the ABS clearing house.

The benefit sharing may be monetary or non monetary (negociated in
the agreement).

BREIRA~DT 7 & A M OV XL BEE 9 D AR A TG o B

FREBMNTOT 7R : RAIFHEE

HEEE X7 +— L~ORL#HE L EZe 5720y <<7'Y & CERFA>>"No0.15785%01”
https!//www.formulaires.modernisation.gouv.fr/gf/cerfa 15786.do

XiE, oA

—1E N : httpst//www.demarches-simplifiees.fr/commencer/apa-declaration-pmorale;

—{& A : https!//www.demarches-simplifiees.fr/commencer/apa-declaration-pphysique
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WV, BEBRINZWGS BAITEAITE D,

« 77 AOQENAR TEISEROBER A f 2T 256, BREA D HEEIEH A ENL AR OB
FHREET D, 2 » HUNIZAR R REZ G ONRWGE, HEEITEFTE Ak Enbd,

- FIZEBO IR, agkr). FEEERAFIEELY (BEFIZ OV TR

REIE, BEO 2 AURNIC T a5, BIEERA~DOT 7 ADRA, FBANIARIZTA
KI, ABSZ U TV I RZELBND,

- FIZSB 3B b O LIFBEAIR L DR H D, (BEFDEEDORZMW)
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Steps to access genetic resources /
associateﬂ}ﬁditional knowledge
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Steps to access genetic resources /
associated traditional knowledge

Utilization of traditional knowledge associated to genetic resources (no
matter wether the research has a commercial purpose or not) : an
authorization procedure.

the applicant must fulfill a form : « imprimé CERFA » n®15784*01

{https /e formulaires. modernisation. gouv frigficerfa_15784.do);

preliminary and technical instruction by MTES : examination of the file
completion ? in the scope 7

a public local entity (in French Guyane and Wallis-and Futuna-lslands)
that is still to be designated, organizes a prior consultation with the local
community (2 to 9 months). Once the local community has delivered its
consent, it negociates an agreement with the public local entity.

ﬁﬂ M zditional knowledge.

-drisicm within 2 months after the agreement : authorisation to access

BUSER L O SUIBHE T DA AR~ DT 7 & A

EARE B DAV RRROFIH  (F3E B RBRIED &0 v & )« BRI T
HEHCIZ 7 +— 2 2l 2 L : <<7'U & | CERFA>>No.15784*01

(https!//www.formulaires.modernisation.gouv.fr/gf/cerfa 15784.do);
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WL RS Z OB RICE T2t FIMZIIZ ORIRENE R EITH Z L & D,
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Steps to access genetic resources /
associated traditional knowledge
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Collections

For collections established before the publication of the 2016 law, the
procedures apply :

to access, after the publication of the 2016 law, to genetic resources far
research and development without any commercial purpose
(declaration) ;

to access genetic resources for commercial purposes (authorisation),
only in case of a new use (in case of access to carry on research that
have begun before the law, there is no access procedure).

avrsvayv

2016 FEEDOFILIENCHRE SN -al 7 a AL TCHLREEENEHIND -
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PEERPID T O DBIZEIRA~DT 7 % F LWFIH DR EDHZ B A FHi X (2016 HF1EL Y
LIRTNZAFEE D ERDOT-DIZT 7B AN D> -HmEI21E. 77 B AR 1I4AH)

(F#7E - Publish 12 HEA)] & OBEND 138580 LR, )
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The European regulation n°511/2014
Users obligations

=Exercise due dilligence regarding legality of access {(and sharing of
benefits)

*Seek, keep and transfer to subsequent users :
=- internationally recognised certificate of compliance, where available

=~ if IRCC not available, information on genetic resources or traditional
knowledge associated, date/place of access, source, any rights and
obligations, PIC and MAT

Checkpoints

=Monitoring measures : checkpoints

*Two checkpoints

=- at the stage or research funding whre research involves utilization of
genetic resources or traditional knowledge associated

=- at the stage of pre-commercialisation (final stage of development of
the product)

*IT tool developped to facilitate the process of exchange of information
(DECLARE)

EU #H] No.511/2014
2— WP DEE
CEET 7B A (LRREESY) BT AT a— - T4 U Ve ADEN
<k, REFL. EOBROFMEICHIEET D
— ARG, EERAY ST RE
— b LEERZRESTEAEN PR TR WS, BInEIR E 72 I3BE S 25k O
W (T BADEA R - BT, HEFIKOEEOAME, PIC ° MAT 72 &)
cE=HVTHEE Ty JARA B
c 2DODF = TIRA B
—  EEEFRUIRE T D EHA AR B3 2 A 50 O ITE 8 D52 fE kR
— LA OBME (L5 BAIE ik Be )
c NEWRA B DOIBFE ZEET D 12O DR SN IT V—/v (4FF [Declare])

- EU 81 No.511/2014 (%, 2014 410 A 12 HIZ EUBANIZHEZ L T\ 5,

- AR O3 81T, HABEILIEED T 7 & 2 Th-> T, THERIMER Z1TE L (FROALEHE 2 5%
) T4 EEEEEOMMETHY . o DED LBEEIREZ S 256 OWEIEREIC
BALTTa— T4 VX (HYDOEE) OS2 Z L 2FHEORE L ED TN,

- FIRFIXZO@EERFICE LT, FEMEET 2 12U EOF = v 7R A v Mo, OEE
BOZHEKRE, QRGO O OEKGER £ IR KB ICE W T, ARG E H A
(Declare) L72F3UL72 67200,
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Penalties

« Art. L 415-3-1. (code de I'emaronnement) :
. Shall be punished with one year's imprisonment and a fine of £150,000

1) The use of genetic resources or associated traditional knowledge (...) without
the documents mentioned under point 3 of article 4 of (EU) Regulation (2014

2) Failure to search for, keep or send to subsequents users the relevant
informaticn on access and sharing of benefits for genetic resources or
associated traditional knowledge (...). The fine shall be increased to one millions
euros if use of the genetic resources or associated traditional knowledge has led
to a commercial use

II. The individuals or legal entities guilty of the offences specified under | of thos
article shall also suffer a ban for a pericd, that may not exceed five years, on
requestsfor an autorisation to access genetic resources and associated
trjdlticvnal knowledge with a view to its commercial use. =

E-.!

#lfl (EU RANZHT D)

- 7T ABRBEEM L.415-3-1-1 SRICHE
L LR OATAICxt L, 258 1 4 K OE14 150,000 = — 12
1. EU #HI(2014) D% 4 5 3 ICFLHORFF2 R#HE DT D SCEEA R T, BEERD
FATHZ &
2. A% 4 oMM %= T 2 BRER K OB T D ERAFFRICOWT, 207 7 2R
(RSB B9 D ) A MO, REFUIE DR OFIHE~OBIEE ATV E

BRI O 1ACEEHE SN 5 BB TR BN 2 a0 Eak OF A 23 p R ISR 5 H D
TholHa., 51403100 Fa—a Ii3ES 5,

IL AZ TIZED DEXZL LN EITENT, BRI Z B & L2 sE R SUX
B D ARG A~ DT 7 AR FHEE DR Z 5 AFELEB AR WHIREE R 5,

< i M OV J2 >
- EHHIX BEU HANCEET 5 D,
« B CTH o T, BIZEIEL AL o TB Y EILY,
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Implementation experience

“To this point:

- more than 100 vouchers have been delivered in order to access genetic
resources for research and development without any commercial
purposes

- 50 more are being inquired

- only a few authorization requests have been submitted until now (to
access genetic resources) and are being inquired ; no authorization
requests for traditional knowledge have been submitted until now

- no agreement has been yet signed
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