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Unofficial translation of Danish
Bill on sharing benefits arising from the utilisation of genetic resources

1. The objective of this Act isto ensure the sharing of benefits from the utilisation of genetic
resources with the provider of the genetic resources and with the partiesin possession of the
traditional knowledge significant to this utilisation.

2. Inthis Act, genetic resourcesis understood to mean the functionalinherited properties of the
organism and naturally occurring biochemical substances which are aresultof genetic
expression or metabolism of the organisms.

(2) Utilisationis understood to mean to conduct research and development on the genetic
and/or biochemical composition of genetic resources, including through the use of
biotechnology. Utilisation isalsounderstood to mean development and marketing of products
based on genetic resources.

3. The utilisationof geneticresourcesis prohibited whenthese resources have been acquired in
contravention of the legislation on accessto genetic resources inthe country from which they
originate.

4. The utilisationof geneticresourcesis prohibited whenthis useis based on the traditional
knowledge of the indigenous peoplesandthis knowledgeis acquiredin contravention of
legislation on access to traditional knowledge associated with geneticresourcesin the country
from which the utilised resources or traditional knowledge originate.

5. The Danish Minister for the Environment may make regulations on procedures andstandards
that must be followed to ensure compliance with the prohibitionsin Sections 3 and 4, including
regulation on digitisation of these.

6. The Danish Minister for the Environment may make regulations on reporting the collection of
genetic resources from wild organismsin Denmark, including information on theintended
utilisation. The Danish Minister for the Environment may specify thatthisis done electronically.

7. The Danish Ministerfor the Environment shall carryout supervision to ensure compliance
with this Act and regulations issuedin accordance with this Act.

8. The Danish Minister for the Environment and persons authorised by the Minister shall, upon
presentationofappropriate ID, have the right of access without court order to public and
private properties and sites inorder to exercise the powers provided by this Act or in regulations
issued in accordance with this Act. Wherever possible, prior notification shall be given to the
owner or user.

(2) Subsection 1 shall notapply to buildings or parts of buildings thatare exclusively used as
private residences.



SEAHA— 1

(3) Duringinspections of commercial enterprises, the ownerand employees shall provide the
authorities with the necessary guidance and help when requested.

9. The Minister for the Environment may authorise an agency established as part of the Ministry
or, after negotiationwith the relevant ministers, other state authorities to exercise the powers
conferred on the Ministerby this Act.

(2) The Minister may make Regulations conceming the right toappeal decisions made on the
basis of powers conferred in accordance with subsection 1, including that such decisions may
not be appealed.

(3) The Minister may also make Regulations concerning the exercise of powers conferred on
another state authority afterdiscussion with therelevant minister pursuant to subsection 1.

10. The Government may conclude agreements with foreign States on common measures to
comply with the objectives of the Act.

(2) The Minister for the Environment shall make regulations to comply withinternational
agreements concluded in accordance with subsection1.

(3) The Minister for the Environment may make the necessary regulations on the application in
Denmark of the European Union Regulations conceming matters covered by this Act.

(4). The Minister for the Environmentshall make regulations to comply with the European Union
Directives and Decisions within the area of the Act.

11. Unless a higher penalty isapplicablein accordance with other legislation, a fine shall be
imposed on anyone who infringes Sections 3 and 4.

(2) The penalty may increase to imprisonment of up to two yearsifthe infringementhasbeen
committed intentionally or due to gross negligenceand, as a result of the infringement,an

economic advantage has beenobtained orisintended to be obtained for the party concerned or
others.

(3) Regulationsissued pursuantto the Act may specify that a fineshallbe imposed on anyone
who violates the provisions of these regulations.

(4) Companiesetc. (legal entities) may be penalised in accordance with therules inChapter 5 of
the Criminal Code.

(5) Ifthe benefit achieved through the infringement is not confiscated, consideration shall be
made of the size of the financial benefitachieved or strived towards whendetermining the fine,
including a supplementary fine, cf. subsection 2.

(6) The statute of limitations for criminal liability is five years.
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(7) In cases involving infringement of the Act and regulationsissued in accordance with the Act,
searches may becarried out in accordance with theregulations on this under the Danish

Administration of Justice Act.

12. The Act will enter intoeffect asdetermined by an Orderissued by the Minister of the
Environment.

13. This Act shallnot apply in the Faroelslands and Greenland.

General notes
Background to the Bill

The Bill implements the requirements placed on parties to the Nagoya Protocolon Accessto
Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from their Utilizationto
the Convention on Biological Diversity. The Bill shall ensure that Denmark is able to ratify the
protocol.

The Convention on Biological Diversity was opened for signature on 5 June 1992 at the United
Nations Conference on Environment and Development (the Rio Earth Summit), and itentered
into force on 29 December 1993.The three main objectives of the Convention are the
conservation of biological diversity, the sustainable use of the components of biological diversity
and the fair and equitable sharing of the benefits arising out of the utilisation of genetic

resources.

To further advancetheimplementation of the third objective, the World Summit on Sustainable
Development (Johannesburg, September 2002) called for the negotiation of an international
regime, within the framework of the Convention, to promote andsafeguard the fair and
equitablesharing of benefits arising from the utilisation of geneticresources. This regime should
safeguard against “biopiracy”, where uncontrolled collection of genetic resources has taken
place in countries with high biological diversity in contravention of the country’s rightto decide
on their biological resources, for use as medicines, cosmetics or other utilisation in developed
countries, without the developing country from which they originate receiving a share of the
benefit from the utilisation of the resource.

The Protocol significantly advances the Convention’s third objective by providing a strong basis
for greater legal certainty andtransparencyfor both providers and users of genetic resources.
Specific obligations on compliance with domesticlegislationor regulatory requirements of the
party providing geneticresources and contractual obligations reflected inmutually agreed terms
are a significantinnovation of the Protocol. These compliance provisions as well as provisions
establishing more predictable conditions for access to genetic resources will contribute to
ensuring the sharing of benefits when geneticresources leave a party providing genetic
resources. In addition, the protocol’s provisions on access to traditional knowledge held by
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indigenous and local communities whenit is associated with genetic resources will strengthen
the ability of these communities to benefit from the utilisation of their knowledge, innovations
and practices.

By promoting the use of genetic resources and associated traditional knowledge, and by
strengthening the opportunities for fair and equitable sharing of benefits from their use, the
Protocol will create incentivesto conserve biodiversity, sustainably useits componentsand
further enhancethe contribution of biodiversity to sustainable developmentand human well-
being.

The Protocol is basedon the regulationsin Article 15 of the Conventionon Biological Diversity,
which sets out the sovereign rights of states to demand that access to genetic resources takes
place on the basis of prior informed consent and under mutually agreedterms. The countries
are expected to legislate on these requirementsif they request prior consent. Consent under
publiclaw andan agreementon termsfor sharing benefits therefore form the basis for the
utilisationof the genetic resources. The Protocol compels the parties to ensurethatthe
utilisationof the genetic resources takes placein accordance with boththe requirement for
consent and theterms agreed for utilisation of the resources. The Bill containstherules that
shall ensure compliance with the requirement for consent, andthatan agreementon termsis
entered into, while compliance with the agreed terms will be brought before the courts as civil
legal proceedings on breach of contract.

Main contents ofthe Bill

In its ratification of the Convention on Biological Diversity, Denmark declared that it would not
request prior consent for collecting genetic resourcesin Denmark. There is no plan to change
this, and thereis therefore no reason to implement the provisions of the Protocol aimed at
provider countries requiring prior consent. This concerns,among others, Articles 6-8.0n the
other hand, it hasbeen suggested thata reporting system isintroduced for the collection of
genetic resources from wild species. This will provide the information on these resources which
canidentify themin further stages and will allow them to be tracked in the same way as genetic
resources originating from countries requiring prior consent, and their legalstatusto be
reported to the global “clearing house” set up under the Nagoya Protocol. For countries
requiring prior consent, the Protocol stipulates that theyenter information on consent in this
“clearing house” in order for the resourcesto be tracked and their legal status documentedin
subsequent stages during utilisation of the resources.

In addition, the Billincludes therules placedon the user country by the Protocol. The main
content ofthese requirementsis for the user countries to ensure thatthe genetic resources are
not used in contraventionoflegislation in the countries from which they originate. Therefore,
the Bill contains prohibitions which reflectthe rules on access to genetic resources and to
traditional knowledge associated with the genetic resources inthe countries from whichthe
resourcesoriginate.

The Protocol contains requirements for setting up atleastone checkpointin each country for
collectinginformationon the legalstatus of genetic resources used for research, development
or marketing of products based on genetic resources. In Danish patent legislation, the Order on
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patent applications already contains a provisionrequiring the applicant to state the origin of
genetic resources forming the basis of a patent application. This regulation will be expanded to
ensure that the information required under the Protocolis reported to the global “clearing
house”. In addition, the establishment of further checkpoints will be sought, whereit can be
ensured thatthe genetic resources used in Denmark were acquired inaccordance withthe
legislation inthe countries from whichthey originate.

The Bill does not placeany new requirements on theinstitutionsandbusinesses which use
genetic resources,in that it simply introduces sanctions in Danish law which reflectthe

regulationsinstitutionsandbusinesses must alreadycomplywith in the countries providing the
genetic resources they use.

The financial and administrative consequences for the government sector

The Government receivesincreasedfeesto reportthe informationsent to the globalregister
from checkpoints under the Protocol,as wellasto follow up thereferrals from providing
countries which may have grounds to believe that Danish institutions or businesses have
infringed their legislation. At the currenttime, it is estimated thatthese consequences, including
the introduction of a reporting duty when collecting geneticresources in Denmark, willbe a
work load of approx. 0.6 years for one employee, corresponding to DKK0.5 million. With the
simultaneousintroduction of the duty to report collection of genetic resources from wild

organisms in Denmark, there will be a one-off cost for development of electronicreporting of
DKK 0.3-1 million.

Financial and administrative consequences for the business sector

The Bill does not place any new obligations on the business sector, but contains a reflection of
the requirements set out in legislation in the countries from which the geneticresourcesare
collected.Therefore, the Billhas no financial or administrative consequences for the business
sector.

Administrative consequences for citizens

The Bill has no administrative consequences for citizens.
Environmental consequences

The Bill has no environmental consequences.
Relationship to EU law

The EU Commissionhascommissionedan investigation of the potential need for EU legislation
to comply with the Nagoya Protocol. The Bill does not anticipate the considerations on potential
EU legal regulation in thearea, as itonly contains the regulations that can be implemented in
national legislation to comply with the Nagoya Protocol. The Bill contains authorisation for the
Minister to setrules which realise future EU legislation in the area. The Bill therefore has very
limited aspects of EU law. As Denmark will not request prior consent for collecting genetic
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resourcesin Denmark,implementing the Bill means itcomplies fully with therequirementsin
the protocol.

Relationship to other legislation

There is no other legislationaimed atgeneticresources. Denmark has signed up to the UN FAQ’s
International Treaty on Plant Genetic Resources for Food and Agriculture, but this has not led to
a need for legislation. The Bill does notcontainany provisions that affect the implementation of
the FAO treaty.

Explanatory notes to the individual provisions of the Bill
To Section 1

The objective of the Bill, and the Nagoya Protocol on Access to GeneticResourcesand the Fair
and Equitable Sharing of Benefits Arising from their Utilization, isto ensure thatthereisa fair
and equitable sharing of the benefitarising from utilisation of the genetic resources with the
countries from which the resources originate. This will contribute to a conservation of the
resourcesand biological diversity and to a sustainable exploitation of nature.

To Section 2

The provision in subsection 1 covers the definition of genetic material containedin the
Convention on Biological Diversity. This also covers the naturally occurring biochemical
substancesthatarea result ofthe geneticexpression or substance renewalin the biological
resources.

The provision in subsection 2 corresponds to the Protocol’s definition of utilisation. It is during

this utilisation that a benefitof the genetic resources arises, and thus the needfor sharing this
benefit.

To Section 3

The provision implements the Nagoya Protocol’s requirement for the partiesto ensure
compliance with therequirementsin placein the countries from which theresources originate,
whichis essentially stated in Article 15 of the Protocol. By introducing a Danish prohibition
against the utilisation of geneticresourcesacquired in contravention of the legislation in the
country from which the resources originate, itis possible for Denmark to reflect the legal regime
prevailingin the providing country. The Protocol requires the parties to introduce effectiveand
proportional provisions toprevent infringement of the providing country’s rules. The provision
shall ensure thatagreements are entered intoon the utilisation of resources and on sharing the
benefit their utilisation with the countries from which the resources originate. While
infringement of the agreed terms does not mean an infringement of the prohibition, a complete
failure to agreesuchtermscould, depending on thelegislationin the providing country, be an
infringement of the prohibition.

To Section 4
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The Nagoya Protocol contains provisions for the protection of the rights of the native population
to the traditional knowledge associated with genetic resources. Similarly, the provision reflects
the rules on the rights of the native population in the countries which are hometo indigenous
populations, asrequired under Article 16 of the Protocol. The provision shall ensure that
agreementsareenteredinto with this population on the utilisation of their knowledge andon
sharing the benefit of using this knowledge. In the same way as for the prohibition in Section 3,
complete omissionofthe requirementto enter intoan agreementon the utilisation of
traditional knowledge held by native populations could mean aninfringement of the prohibition
in Section 4.

To Section 5

The provision makes it possible to require institutions and businesses whichuse genetic
resourcesto arrange fixed procedures, routines and standards thatensurethe

resourcesused areacquired in accordance with theregulations in the country from whichthey
originate. Aduty of care can thus be stipulated, including the requirement that transactions of
genetic resources shall be accompanied by a statementon the legalstatus of the resources. This
type of regulation becomes an object of control in itself, regardless of whether or not the access
regulationsin the providing countries may be infringed. The provision is suggested in order to
comply with anticipated EU legalrequirements on such “due diligence” schemes.

To Section 6

In its ratification of the Convention on Biological Diversity, Denmark declared that it would not
request prior consent for collecting genetic resourcesin Denmark. Arequirementfor prior
consent hasbeenintroduced recently in Greenland, although the Billdoes not plan for a
corresponding requirementto be established inDenmark.The provisionis expected to be used
to place a requirementon the reporting of the collection of genetic resources in Denmark. This
type of reporting would provide data whichcan ensure the traceability of these genetic
resourcesand thus facilitate the implementation of the Nagoya Protocol’s objective of
safeguarding the sharing of benefit arising from utilisation of geneticresources from the
countries requiring prior consent.

A requirementfor reporting collection will only apply to genetic resources from wild organisms
and will therefore not affect the breeding and cultivation work using genetic resourcesin
agricultural businesses and thefishing industry.

To Section 7

The Danish Minister for the Environment shall carry outsupervision to ensure compliance with
this Act and regulationsissued in accordance with this Act. This supervision is expectedto be
allocated to the Danish Nature Agency. The supervision willbe based on theinformation sent to
the checkpointsin relation to the Act and referrals from providing countries which suspect
infringement of their regulations on accessto genetic resources and to traditional knowledge
associated withgenetic resources.

To Section 8
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The provision contains theaccess rules necessary for an effective implementation of the
supervision. Subsections 1 and 2 correspondto Section 50(1)and (2) of the Danish Huntingand

Wildlife Management Act and Subsection 3 corresponds to Section 76 (3) of the Danish Nature
Protection Act.

To Section 9

The provision is expectedto be used to allocate administration of the Act to the Danish Nature
Agency.

Subsections 2 and 3 correspond to provisions in other legislation by the Ministry. Thereare no
provisions inthe Act which give reason for decisions, butthe issuing of Orders meaning
decisionsare made cannotbe excluded. The provisions make it possible, ifit becomes relevant,
to decide that decisions cannot be appealed.

To Section 10

The provision makes it possible to enter intoand comply with internationalagreements on
shared data collection and exchange of datafor use inthe implementation of the Nagoya
Protocol, for example.The Protocol creates a designated Clearing House under the secretariat
for the Convention on Biological Diversity.

The provision also makes it possible to implement the regulations that could be issuedin
connection with the EU’s adoption of the protocal.

To Section 11

The provision contains legal basis for sanctioning infringement of the prohibitionsin Sections 3
and 4 with penalties. The provision correspondsto the criminal rules that are common to
environment law legislation.

While an infringementofthe provisions of the Act reflects an infringement of the provisions of
the legislation of the providing country on prior consent for collecting genetic resources and for
the utilisation of traditional knowledge associated with these resources, aninfringement of the
mutually agreed terms for utilisation of the genetic resources or the traditional knowledge shall
be prosecutedvia civillegal proceedings. Formalinfringement of the providing country’s
legislation on entering into mutual agreement on utilisation, including sharing of benefit, will
represent an infringement of the prohibition in Section3 and 4.

To Section 12

The Actis implemented to ensure that Denmark is able to ratify the Nagoya Protocol such that
Denmark can participatein the Protocol party meetings and take partinthe decisions madeat
the first party meeting. A collective adoption of the Protocol across the EU would be appropriate,
but a Danish ratificationbefore the EU’s adoption is possibleifthe Protocol entersintoeffect
before the EU is ready for a collective adoption. It is therefore proposedthatthe Act can enter
into effect according to the Minister of the Environment’s Order.

To Section 13



This Act shall not apply inthe Faroe Islands and Greenland.
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