OCoO~NOOUILS, WNPE

7" of September 2012

Submission by the EU and its Member Statesin reply to notification 2012-106 on the
progress towar dsratification and implementation of the Nagoya Protocol additional issues
that may need to be addressed in preparation for the first meeting of the Conference of the

Parties serving as the meeting of the Partiesto the Nagoya Protocol

Progress towardsratification and implementation of the Nagoya Pr otocol

The EU and its Member States are pleased to haeghortunity that will be provided during
the eleventh meeting of the Conference of the &atb take stock of progress made by Parties
towards ratification and implementation of the Ng@®rotocol, to exchange experiences and to
discuss challenges with a view to overcoming olssaand to find constructive approaches to
implementation.

The EU and 25 of its Member States have signed\iligoya Protocol while it was open for
signature.

As the Nagoya Protocol touches both on matterslbfabd Member States competence, it will
have to be ratified and implemented both by thealBd its 27 Member States.

The EU and its Member States are committed to theely ratification and effective
implementation of the Nagoya Protocol, at the eatlpossible time before CBD COP 12.

Below, we provide information from the EU and iteeMber States on what steps have been
taken towards ratification and implementation o€ tNagoya Protocol and what are the
challenges encountered in doing so.

Information with respect to steps taken towards ratification and implementation of the
Nagoya Protocol at European Union level

The European Commission held a web-based publisutation from 24 October to 30
December 2011 to seek feedback on a list of questibat addressed key aspects of Nagoya
Protocol implementation. 43 replies were receiveat represented a much broader number of
respondents, since the majority of replies camen fEmropean or international associations with
hundreds or thousands of members each. The resmsndevered most sectors potentially
affected by implementing measures under the Nagogtocol.

All respondents (except one neutral reply) pleatteda EU-harmonised approach to user-
compliance measures, with a clear majority consideran EU-Regulation as the most
appropriate instrument for achieving harmonisedl@mgntation. The majority of respondents
considered that implementing measures could hasgéiy® effects on competitiveness and on
administrative burden, but stressed that such tsffdepend on the specific implementing
measures chosen.
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Industrial users (e.g. pharmaceutical, biotechnglsgeds, health&beauty) stressed their lengthy
supply chains and that information about prior infed consent and benefit-sharing
arrangements is currently not available at pommthie chain where it may be needed.

Research institutions stressed the importanceeair ckimple and transparent rules and the need
for clarifying ABS-related issues at the time otess to avoid difficulties later on.

The list of questions together with the resultshed web-based public consultation have been
published under the following link:

http://ec.europa.eu/environment/consultations/abditm

The results of the public consultation, researatetiaken by an external consultant team as well
as information gathered through many formal andriml meetings with stakeholders helped
the Commission's Environment Directorate-Generalurndertake, in close collaboration with
other Commission services, a comprehensive assatspfe the economic, social and
environmental effects of different options for irapienting the Nagoya Protocol in the EU. On
the basis of this assessment, DG Environment dpedla draft legislative proposal for Union-
level measures that is currently (August 2012)oimfal consultation between the services of the
Commission.

Depending on the outcome of this formal consultgtihe Commission will present a formal
legislative proposal for implementing the Nagoyat®col in the Union still before the eleventh
conference of the parties to the CBD in October22@uch proposal would be forwarded to the
Parliament and the Council of the EU, the Econoamd Social Committee and the Council of
the Regions for their consideration

All relevant documents drawn up in the course ofetlgping the Commission proposal would be
made public after its presentation (ie. proposapdct assessment, documents from the public
consultation, eventual expert study).

Stepstaken at Member State level

Belgium

l. Steps taken

Belgium has decided that a timely ratification lo¢ tNagoya Protocol is a high political priority.
To this effect, a joint external impact assessmstudy on possible options for the
implementation of the Nagoya Protocol, involvingkstholders, was commissioned. The study is
on-going and its final recommendations are expedigdthe end of 2012. The political
discussions on the implementation and ratificaporcess could start then.

Apart from some exceptions, Belgium does not hgpeziic ABS legislation and measures in
place. Therefore, existing legal instruments womgkd to evolve and additional instruments
would need to be adopted in order to fulfil theigdions of the Nagoya Protocol.

Relevant options for implementation in view of theotential application in Belgium, have been
identified for further analysisnter alia through a stakeholder workshop which was held ®n 2
May 2012. The identified options focus on the falilog core implementation obligations:
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. Access and Benefit Sharing

It was recommended to establish the following genksgal principle(s): only Benefit
Sharing (BS) (option 1) or BS and Prior Informed n€ent (PIC) (option 2).
Operationalization of these principles would takacp in a phased, subsidiary and
flexible fashion.

Under the second option, three different sub-ogtievere identified on the further
operationalization of PIC. All three sub-optionskdaexisting legislation (notably
legislation on protected areas and protected spearad expertisdriter alia the ex situ
collections) as a starting point, and ainter alia at increasing data collection and
improving legal certainty, while keeping administra burden as low as possible for all
parties involved.

. Competent National Authority

Flowing from the division of competence on envir@mnh and nature protection in
Belgium, it was recommended to establish four CdemgeNational Authorities (CNA),
to represent the three regions and the federalrgment, either with separate entry
points per CNA (option 1) or with a single pointaantact (option 2).

. Compliance

Although there are relevant provisions in existiBglgian legislation, these are
considered not to be sufficient to fulfil the oldtgons of articles 15 and 16 NP. Therefore
the possibility for a general criminal provision Belgian legislation that refers back to
certain (depending on the option) aspects of tlygsletion of the provider country
regarding compliance with PIC and/or MAT is beinguained.

. Monitoring/checkpoints

In order to respect the political commitment fonely ratification only two options are
being explored at this point in time: 1) upgradihg existing patent disclosure obligation
and 2) PIC as a checkpoint. In a subsequent pluages more experience has been
gained, it might be required to consider more ¢effeccheckpoints to monitor the
utilization of genetic resources. Moreover, it igpected that other possible checkpoints
will be presented in the proposal for draft EU &gfion.

. National ABS Clearing House (CH) component

Taking into consideration the two distinct tasksadBelgian CH-component (i.e. general
information sharing on the NP, supporting awareneapacity building, technological

transfer etc. on the one hand and specific, teehmieeds for the ABS CH on the other
hand), different options for the execution of th&edent tasks are being examined,
including with the following authorities/institute$) the current Belgian CBD CHM, 2) a
research office hosting several collections andr thatabases (BELSPO), and 3) the
current Belgian BCH.

. National Focal Point

Options for the National Focal Point to the Nag®yatocol will depend on the choices
for the other implementation measures.
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Further information (in English) on the Belgian lagb Assessment Study is available on the
Belgian CHM (http://www.biodiv.be/implementationdss-cutting-issues/abs).

Il. Challenges encountered

Belgium is a member state of the EU and implemantadnd ratification will therefore need to

take place in loyal cooperation with the steps maie European level. Moreover, as a federal
state Belgium encounters further challenges in ikau#ll coordination and cooperation in the
implementation and ratification of the Nagoya Pcolo

Further difficulties encountered in the currentgstaof preparation of implementation of the
Nagoya Protocol are:

» Difficulties in getting everyone understand certaomcepts of the Nagoya Protocol (e.qg.
Benefit Sharing, Prior Informed Consent) and howytlrelate to existing national
concepts (e.g. the distinction between nationap@rty right versus access rights in the
sense of the Nagoya Protocol);

* The lack of information on the current access t a@se of genetic resources in Belgium;

» The lack of awareness on ABS and the NP with stalklens and administrations;

* The need to build on existing procedures and meshenin order to avoid adding
unnecessary burden.

Bulgaria

l. What steps have been taken in ratification and empintation of the Nagoya
Protocol?

Is prepared a draft Act, amending the Act on Biedsity, which regulates the terms and
conditions for access to genetic resources andrekponsibilities of the provider and user:
e Has been designated a National Focal Point;
« Have been nominated six competent nationaltingins;
« Has been regulated genetic resources’s monitotimg, competent authorities may
require additional information from the user;

Il. What are the challenges encountered in doing so?
* Has still not an National ABS Clearing House (CH)amanism and certain checkpoints.

The Czech Republic

There is no specific ABS legislation in place astpoint in time, however, several legal acts
cover the access and utilisation of genetic ressuit the agriculture sector, mainly in the area
of research. Therefore, the Ministry of the Envir@nt as the current administration authority
accountable for the ABS issues commissioned a mamgplex study in August 2012. It should

be finished by 2012 or early in 2013 and is focusedl) the assessment of the utilisation of
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genetic resources across sectors and stakeholtéhe aational level, 2) the impact of the
Nagoya Protocol on existing Czech legislation, fians regarding PIC, monitoring of

utilisation of genetic resources and related cheickp, 4) cost analysis of different options, and
5) analysis of the EU impact assessment. The Mynisf the Environment has already
designated the National ABS Focal Point and coagsrelosely with the national Patent Office.
As the EU Member State, we will seek to ratify angblement the Nagoya Protocol in close
coordination and cooperation with other EU coustaad EU institutions.

Denmark

A draft bill of law has been published in SeptemB@i2 with the aim of passing legislation
before the summer of 2013. The content of the degjfislation concentrates on user country
measures introducing prohibition of utilisation gégnetic resources that have been obtained in
violation of access-legislation in the countriesmnich the resources were accessed or utilisation
of genetic resources, where such utilisation iseddpnt on traditional knowledge that were
obtained in violation of regulatory requirementstire countries where the knowledge were
accessed.

The draft legislation will not require Prior Infoed Consent but provides for requirement of
notification of sampling of genetic resources imnBark to the competent authority in order to
obtain information that can serve as an internatlgpmecognized certificate.

Denmark has a checkpoint in relation to patentiegipbn and contemplates the establishment of
other relevant checkpoints such as applicatiompidnlic funds for research.

Link to Danish legislation proposal in public coliation September 2012 is available at:
https://bdkv2.borger.dk/Lovgivning/Hoeringsportdidrmspx?hpid=33921
(Danish version only)

Cover letter to the legislation proposal is avddead:
https://bdkv2.borger.dk/Lovgivning/Hoeringsportalmspx?hpid=33922
(Danish version only)

When the legislation has been passed Denmark witelhdy to ratify the Protocol. Ratification
may however be postponed to follow a joint Europesification.

Estonia

Although Estonia was not able to not sign Nagoyatd®ol before T February 2012, it is
committed to ratify it. In July 2012 new Nature Gervation Development Plan until 2020 was
adopted by Estonian Government. This plan is edgeim¢do the NBSAP of Estonia. According
to the plan, conservation of genetic resourcespsaity and Nagoya Protocol will be ratified
latest by 2015. Currently Estonia has some elen@ntsgulation of genetic resources in place.
These are mostly connected to Nature Conservatéam and protected species. Estonia is also



230
231
232
233
234
235
236
237
238
239
240
241
242
243
244
245
246
247
248
249
250
251
252
253
254
255
256
257
258
259
260
261
262
263
264
265
266
267
268
269
270
271
272
273
274

party of the International Treaty on Plant Gen&esources for Food And Agriculture and
following it, has adopted the Plan of Collectionda@onservation of Genetic Resources of
Agriculture Crops until 2007 to 2013 (will have o up plan 2014 to 2020). National Focal
Point of Nagoya Protocol is named from Universityrartu, however contact institution for the
Protocol is Ministry of Environment's Nature Consdion Department. The CHM of ABS will
most probably connected to the CHM of CBD. Theficatiion calender of Protocol will depend
of the joint EU ratification process.

Finland
What steps have been taken in ratification andemeintation of the Nagoya Protocol?

Finland has concluded and published a nationalystadhe implications of the Nagoya Protocol
on access and utilization of genetic resourcesuive 2012. The study contains administrative
and legislative proposals for the implementatiord aatification of the Nagoya Protocol
including proposals for amendments to existing llegés as well as a proposal for a new ABS
Act. The legislation and administrative measuresded for the ABS will be prepared by a
separate working group starting its work in 2012rathe EU impact study has been launched.
Finland has already designated a National ABS FBoaht and has an existing authority in
relation to patent applications. Finland still need establish a National ABS Clearing House
mechanism and checkpoints in line with the Protdedl. research funding agencies). Finland
aims for the joint European ratification and imp#artation of the Nagoya Protocol.

France

France plans to ratify the Nagoya Protocol by 20a4jne with the EU ratification calendar,
after having adopted an ABS national legislation.

In France, there is currently no general ABS legish. However, some overseas territories have
adopted rules for regulating access and benefrirghan genetic resources: the South Province
of New-Caledonia (Deliberation no. 06-2009 of 1®feary 2009 on access and exploitation of
biochemical and genetic resources ; articles 3814 of the environmental code of the South
Province of New Caledonia) ; French Polynesia (“taipays” no. 2012-5 of 23 January 2012
on access to biological resources and benefit mhaesulting from their use) ; and the National
Park of French Guiana (Law no. 2006-436 of 14 A@@06 ; art. L. 331-15-6 of the
environmental code).

Outside these territories and until an ABS legistatis adopted, the French Ministry of
sustainable development is answering voluntaryeastgufor access to genetic resources, through
an application form. Based on information providéae Ministry issues a letter on access
conditions, informing about existing proceduresnftinked with ABS (e.g. protected species,
sanitary procedures, etc.), as well as on voluntagefit-sharing provisions benefiting to
relevant stakeholders (e&x-situ collection, national park, research centres, .etc.)
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An inter-service working group with all concernedhistries has been active since end of 2010
with the aim of developing options for implementiABS in France. These options will then be
proposed and discussed by stakeholders (researaofdrstries, NGOs, etc.).

An online consultation was conducted between May amly 2012 to identify ABS current
practices (use of GR and TK) and expectations ehé&lm actors concerning ABS, and to start
analysing the impact of the future national ABSs&gion on research and industry. The results
will complete a study conducted in 2010 that exgdiooptions for implementing ABS in French
territories overseas, contribute to the impact sssent of ABS in France and ensure that the
future ABS legislation is operational.

Germany

By signing the protocol Germany has documentedcatsimitment to the Nagoya Protocol.
Germany is committed to implementing and ratifythg Nagoya Protocol at the earliest time
before CBD COP 12. The implementation of the Protehall take place in a coordinated
fashion with the EU and other member states.

Germany is currently investigating possible ways tfee implementation of the Protocol and
related effects on various user sectors. Thisuded a process of regular stakeholder
consultations to raise awareness for and informuabiee Protocol and to ensure appropriate
stakeholder involvement.

Also the German Federal Ministry for the Environmétature Conservation and Nuclear Safety
and the Federal Agency for Nature Conservation hastablished an ABS-Homepage
(www.abs.bfn.de) which collects ABS-related infotimoa including a collection of SMTA,
information on the international and national pgsss and a documentation of existing sectoral
approaches to ABS in Germany and elsewhere.

Biodiversity and ABS are also key areas of the Gerrbevelopment Cooperation as we see
ABS as an important tool to valorize genetic resesy enhance legal certainty for users and
providers of genetic resources and to reduce ppwerbur partner countries. We believe that
tailor made solutions are necessary as we seevengralemand by our partner countries for
support in implementing the Protocol.

Furthermore Germany is hosting the ABS Capacity dlyment Initiative since 2005 that is

also supported by Denmark, Norway, the Institut 'deergie et de l'environnement de la
Francophonie, and the EU.

Hungary

Since the signing of the protocol consultationsehstarted in Hungary about the implementation
of the Nagoya Protocol with regard to the belowrsats,:
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* Hungary plans to require prior informed consentcase someone accesses genetic
resources in Hungary.

* The unit/institution currently providing the CBD c&rilCNP National Focal Points is
planned to be designated as the National Focal Rwithe Nagoya Protocol.

* The current system of the Hungarian nature consiervauthorities is examined as
potential competent authority/authorities for thagya Protocol.

* The national CBD CHM _(http://www.biodiv.huis planned to be expanded to serve as
the CHM for the Nagoya Protocol.

» Possible interrelations with the PGRFA are congiderwhen developing the
implementation measures for the Nagoya Protocol.

» Discussions have started about some potential ploatis.

* No specific information is available yet about useuntry measures.

ltaly

The preparatory work for the ratification of theotercol, and for its inclusion into the national
legal system, requires different administrative begislative acts.

The official translation of the Protocol has alrgdmben carried out and it is published on the
Ministry of the Environment website.

Consultations with other government bodies are orgo

Preliminary to the final ratification of the Nagofaotocol the assessment, through comparison
of the national legislation as a whole, is in pss;en order to avoid possible regulatory conflicts
due to the wide range of the topic.

The analysis of the regulatory framework and, cquoeatly, the assessment of an internal
regulatory intervention hypothesis are ongoing.

In particular, this analysis concerns the art.13»2@re the protocol establishes a set of specific
requirements for compliance with the legislatiomational regulations of the Contracting Party
providing genetic resources as well as the contehabbligations, which are reflected in the
terms mutually agreed upon.

Finally, Parliamentary procedures have to be ua#ert in order to adopt the Law of ratification.

The Protocol implementation will be carried outcmordination with the European Union and
the other Member States.

Romania
Has already designated a National ABS Focal Paihtsbll needs to establish a National ABS

Clearing House mechanism and checkpoints in lirtk thie Protocol. Romania is in favor of the
joint European ratification and implementation loé tNagoya Protocol.
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Spain

After the signing the protocol Spain has initiatbd legal procedures for its ratification. It has
also produced a review of the obligations and iogtions of the Nagoya Protocol, and has
looked into different administrative and legislati@ptions for its implementation.

The legislative and administrative measures neediethe national level, will be developed in
the context of the revision of the current SparBsbdiversity Act, which already foresees the
possibility to regulate access to Spanish genesources. This revision will be launched in the
coming months and will take into account the EUdkgive proposal when presented

UK

The UK commissioned a study from September 201Agaol 2012 with the aim providing
policy makers with an idea of the costs, timescalas delivery options required for the UK to
be able to implement the obligations set out inickes 15-18 of the Protocol covering
compliance, monitoring and enforcement of the sation of genetic resources and associated
traditional knowledge in the UK.

The study also undertook to consult with UK stakdérs regarding the UK’s Protocol
commitments and to consider how much the UK cowddcbnsidered a provider of genetic
resources. The UK intends to make the resultseostady available ahead of CBD COP11.

In implementing the Protocol the UK does not intémdequire PIC for genetic resources at this
time and will focus on implementing the user regoients in order to be in a position to ratify
the Protocol as soon as possible by COP12.

Additional issues that may need to be addressed in preparation for thefirst meeting of the
Conference of the Parties serving as the meeting of the Partiesto the Nagoya Pr otocol

The EU and its Member States believe that full siseuld be made of all opportunities to
exchange experiences on implementation of the Nagdtptocol (NP). Moreover, we believe
that also the items “Establishment of form and ridés of monitoring and reporting on
implementation” (article 29 NP) and “Stock takind the development and use of model
contractual clauses, codes of conduct, guidelindsbast practices and/or standards” (articles 19
and 20 NP) should be added as additional issu¢séeal to be addressed in preparation of the
first meeting of the Conference of the Partiesisgras the meeting of the Parties to the Nagoya
Protocol to the ones enumerated in the draft pimvéd agenda proposed in document
UNEP/CBD/ICNP/2/6.



