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THE ENVIRONMENTAL MANAGEMENT AND CO-
ORDINATION ACT

(Cap.387)

IN EXERCISE of the powers conferred by section 147 of the
Environmental Management and Co-ordination Act, the Cabinet
Secretary for Environment, Climate Change and Forestry, upon
recommendation of the National Environment Management Authority,
and upon consultation with the relevant lead agencies, makes the
following Regulations —

THE ENVIRONMENTAL MANAGEMENT AND CO-
ORDINATION (ACCESS TO BIOLOGICAL RESOURCES AND
BENEFIT SHARING) (NO. 2) REGULATIONS, 2025

PART I—PRELIMINARY PROVISIONS

1. These Regulations may be cited as the Environmental
Management and Co-ordination (Access to Biological Resources and
Benefit Sharing) (No. 2) Regulations, 2025.

2. In these Regulations, unless the context otherwise requires —

“access” refers to obtaining, possessing and utilizing biological

resources and resultant progenies and their digital information,
including DNA, RNA, Proteins, chromosomes, plasmids, derivatives,
extracts, compound and derived products and associated intangible
components, for purposes of research, bio-prospecting, conservation,
industrial application or commercial use;

“access permit” means a permit that allows a person to access
genetic resources issuedunder regulation 4;

“biological resource” includes —

(a) the genetic resources, Organisms, microorganisms,
derivatives and parts of the genetic resources;

(b) the populations and any other biotic component of an
ecosystem with actual or potential use or value for humanity;
and

(c) any information relating to paragraphs (a) and (b);
“benefit sharing” means the sharing of benefits that accrue from
the utilization of genetic resources;

‘bio-survey and bio-utilisation” means survey or collection of
species, sub-species, genes, components and extracts of biological
resource for any purpose and includes characterisation, inventorisation
and bioassay;

“clearing house mechanism” means a web-based information
portal established by the Competent National Authority;

“commercialization” means trade of biological resources for
financial gain;

“community” means a homogenous and consciously distinct
group of the people who share any of the following attributes —
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(a) community ancestry;
(b) similar culture or unique mode of livelihood or language;
(c) geographical space;
(d) ecological space; or
(e) community interest;

“Community Protocols” means a broad range of practices or
procedures both written and unwritten, developed by indigenous people
or local communities in relation to their traditional knowledge,
territories and associated biological resources;

“derivative” is a biochemical compound derived, developed,
synthesized or engineered, from a biological resource or resulting from
the genetic expression or metabolism of the biological or genetic
resource, or part, tissue or extract, whether it contains functional units
of heredity or otherwise, and information in relation to derivatives;

“Digital Sequencing Information™ it is a biological data
associated with, or derived from, genetic resources such as nucleotide
sequences and epigenetic, protein, and metabolite data;

“endangered species” means any species which is in danger of
extinction throughout all or a significant portion of its range (due to
man-made or natural changes in the environment);

“exotic species” means any species of plant or animal or
microorganism (life form) whose natural range does not, or did not in
the past, exist in a specific part of, or the whole of, Kenya and which
out-competes all other life forms;

“fair and equitable benefit sharing” means sharing of benefits;

“genetic resource” refers to any biological material which contains
genes, or metabolic material that may be derived from genes of plant,
animal, microbial or the origin containing functional units of heredity,
with the gene being the basic physical and functional unit of heredity;

“habitat” means the place or type of site where an organism or
population naturally occurs and includes areas colonized by introduced
organisms;

“locality” refers to geographical area in Kenya where the
biological resources are found in-situ or ex-situ;

“local community” means a community in whose location
biological diversity resources are situated and includes a community of
interest;

“holotype” means the single specimen chosen for designation of a
new species;

“intangible components” refers any information held by persons
that is associated with or regarding genetic resources accessed within
the jurisdiction of Kenya;

“inventory” means a detailed list, report or record of resources, or
the process of making such a list, report or record;
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“material transfer agreement” means an agreement negotiated
between the holder of an access permit and a relevant lead agency or
community on access to genetic resources and benefit sharing;

“mutually agreed terms” means an agreement between the
providers and users of genetic resources and/or traditional knowledge
associated with genetic resources;

“natural environment system” means relatively intact ecosystems
of unique value, such as perennial and seasonal wet lands, highly
diverse aquatic ecosystems, or ecosystems promoting a high
concentration of rare and unusual species;

“non-commercial” means for academic purposes or non-profit
oriented;

“permit” means a written authorization issued by a Competent
National Authority under these Regulations;

“permit holder” refers to an owner of a permit issued by a
Competent National Authority under these Regulations;

5% “Prior Informed Consent” means permission given by Competent
National Authority responsible for management of the particular biological
resource in collaboration with local communities in the form of a signed
agreement with legal entity prior to accessing biological resource;

“Provider” means either a Competent National Authority, County
governments or a local community depending on where the resources to
be accessed are located and the tenure regime in that specific land,;

“resource provider” includes —

(a) government agency, possessing biological resources in in-
situ conditions;

(b) government agency, in respect of ex-situ biological resource,
where the resource originates;

(c) a government agency holding a biological resource in ex-situ
conditions, whether in a collection or otherwise;

(d) government agency, from where the resource is accessed in
situations where — the biological resource is held in ex-situ
conditions by a private body;

(e) the indigenous community and local community, where the
resource is on land to which they have a right;

(f) the indigenous community and local community, where they
are the holders of the biological resource associated with
traditional knowledge including members of the community
who are traditional healers; or

(g) an individual, where the biological resource is taken from;

“sustainable use” means the use of components of biological
diversity in such manner and at such rate that does not lead to the long-
term decline of the biological diversity thereby maintaining its potential
to meet the needs and aspirations of present and future generations;
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“threatened species” means any species of plant or animal which
is likely to become an endangered species within the foreseeable future
throughout all or significant portion of its range;

“traditional knowledge” means any knowledge —

(a)

(b)

(a)

(b)

(©)

(d)

(e)

(a)

(b)

(©)

(d)
(e)

originating from an individual, local or traditional
community that is the result of intellectual activity and
insight in a traditional context, including know-how, skills,
innovations, practices and learning, embodied in the
traditional lifestyle of a community; or

contained in the codified knowledge systems passed on from
one generation to another including agricultural,
environmental or medical knowledge, knowledge associated
with genetic resources or other components of biological
diversity, and know-how of traditional architecture,
construction technologies, designs, marks and indications.

The objectives of these Regulations shall be to—

provide mechanisms to protect and prevent exploitation
of endangeredand threatened plant and animal species;

provide for access to and the fair and equitable sharing of
benefits arisingfrom the utilization of biological resources;

provide for the consultation of local communities and
other stakeholders in the process of accessing biological
resources for research, bio trade, commercial and other
purposes;

safeguard access to biological resources, and biological resources
associated with traditional knowledge heldby local communities
in conservation of biological resources; and

to domesticate relevant provisions of international
conventions and protocols.

(1) These Regulations shall apply to—

the conservation of all biological resources in Kenya,
whether or not they are found in their natural environment;

access to genetic resources in Kenya and the fair and
equitable sharing of benefits derived from their utilization;

approved research and activities that relate to biological
resources and biological resources with associated traditional
knowledge;

commercialization and trade in biological resources; and

any digital sequence information relating to Kenya biological
resources.

(2) These Regulations shall not apply to—

(a)

the exchange of biological resources, their derivative
products, or the intangible components associated with

Objectives.

Application.
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and Agriculture; or

(c) human genetic resources.
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them, carried out by members of any local Kenyan
community amongst themselves and for their own
(b) access to genetic resources derived from plant breeders in
accordance with the Seedsand Plant Varieties Act and the €2 326-
International Treaty on Plant Genetic Resources for Food
% 5. The Authority shall be the Competent National Authority —Competent
and shall be responsible for granting access aas applicable, issuing 1:3‘[:1"0":&

written evidence that access requirements have been met and k&
responsible for advising applicants, local communities, other
Government agencies and any interested persons on the applicable
procedures and requirements for obtaining prior informed consent and
entering into mutually agreed terms.

PART II—-CONSERVATION OF BIOLOGICAL DIVERSITY

6. A person shall not engage in any activity that relates to
access to biological resources and biodiversity that may —

(a) have any adverse impact on any ecosystem;

(b) lead to the introduction of any exotic species;
(c) lead to the unsustainable use of natural resources; and

(d) operate a facility for the conservation of any species outside
its natural habitat,

without a valid Environmental Impact Assessment License issued
by the Authority.

7. The Authority may, in consultation with relevant
stakeholders —

(a) prohibit, restrict or impose similar measures on the access and
use of any threatened species in order to ensure its
regeneration and maximum sustainable yield;

(b) on application by a qualified person, issue approvals for the
establishment and maintenance of facilities for the recovery
and rehabilitation of threatened species; and

(c) determine full recovery and rehabilitation measures of
threatened species to ensure its restoration into its natural
habitat.

8. (1) The Authority shall, in consultation with the relevant
stakeholders, establish and maintain an inventory of all biological and
genetic resources of the country.

(2) The Authority shall, at least once in every five years, in
consultation with stakeholders, undertake an assessment of the status of
such resources.

(3) The inventory under sub-regulation (1) shall include a register of
threatened, endangered and rare species ofplants and animals.

Environmental

impact assessment

licence.

Conservation
threatened
species.

Inventory
biological
diversity.

of

of



768 Kenya Subsidiary Legislation, 2025

(4) The inventory established under sub-regulation (1) shall be
regularly updated by the Authority in-between the five-year period.

(5) The inventory shall be a public record and shall be accessible
in the mannerprescribed by the Authority.

9. (1) The Authority shall, in consultation with relevant
stakeholders, facilitate the recognition of traditional knowledge
associated with genetic resources and practices in the management and
conservation of biological resources.

(2) The Authority, in consultation with relevant stakeholders,
shall develop a community biodiversity register comprising of
indigenous and local community practices for conserving biodiversity
and uses of various biological resources.

(3) Each County Environment Committee shall, in consultation
with indigenous and local communities in the County, develop and
submit to the Authority community protocols for user engagement of
biological resources.

(4) The Authority shall partner with local communities and
incorporate their traditional knowledge and practices in the
conservation of biological resources.

10. (1) The Authority shall, in consultation with the relevant
stakeholders, establish measures for the purpose of monitoring and
tracking the status and the components of biological resources or
biological resources associated with traditional knowledge in Kenya
and identify activities and processes that threaten the sustainability of
the country’s biological resources and diversity.

(2) The Authority shall take corrective measures including any
enforcement actions to deal with any threats to the biodiversity of
Kenya or components of the biodiversity.

PART III—ACCESS TO BIOLOGICAL RESOURCES

11. (1) Any person who intends to access biological resources or
biological resources associated with traditional knowledge in Kenya
shall apply to the Authority in the form set out in the First Schedule and
accompanied by the prescribed fees specified in the Second Schedule.

- (2) Where an application under sub-regulation (1) is for non-
commercial purposes and shall —

(a) state the purpose and duration of seeking the access permit;

(b) be accompanied by evidence of Prior Informed Consent and
Mutually Agreed Terms, from interested persons and
relevant stakeholders, and a research clearance certificate
and any other clearances as applicable;

(c) stipulate the specific locality to be undertaken with GPS co-

ordinates; and
(d) contain the Material Transfer Agreement, where applicable.

(3) The applicant shall be the Project Investigator as indicated in the
funded proposal which will be submitted with the application form.
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(4) Where an application under sub-regulation (1) is for
commercial access, the application shall —

(a) state the purpose and duration of seeking the access permit;

(b) be accompanied by evidence of Prior Informed Consent and
Mutually Agreed Terms from interested persons and relevant
stakeholders where applicable;

(c) include a benefit sharing agreement with interested persons
and relevant stakeholders;

(d) include the material transfer agreement; and

(e) exclude any endemic species, rare species or any species
protected under any written law or other relevant regulatory
framework.

(5) Every applicant issued with an access permit in accordance
with these Regulations shall strictly comply with the conditions of that
permit.

(6) Where the purpose, locality or quantities for which the permit
was initially issued changes, the applicant shall promptly notify the
Authority of the change and apply for a new access permit.

(7) Any person who contravenes the provisions of this regulation
commits an offence and shall be liable to the penalty specified in
section 144 of the Act.

(8) Where a person who has been granted an access permit under
this regulation contravenes the terms and conditions of the permit, the
Authority shall cancel that permit.

12. (1) The Competent National Authority shall guide the
applicant on the relevant biological resource providers from whom
Prior Informed Consent is to be obtained.

(2) The Prior Informed Consent of the relevant local community
shall be obtained in accordance with customary laws, practices,
protocols and procedures of the community for any access to—

(a) biological resource which such local community has a right;
and

(b) biological resource associated with traditional knowledge
that is held by such local community.

(3) The terms of such consent shall be agreed between the
applicant and the geneticprovider and developed into Mutually Agreed
Terms.

(4) The applicant shall submit to the Authority the Prior Informed
Consent set out in the Third Schedule and the Mutually Agreed Terms
set out in the Fifth Schedule.

13. The Authority may, upon receipt of an application under
regulation 11, publish the application in at least one local newspaper
with national coverage and in such other manner as the Authority may
considerappropriate at the cost of the applicant, specifying —
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(a) the name and other particulars of the applicant;

(b) the location of the biological resources for which access has
been applied for;

(c) the activity to be undertaken for which the access permit is
required; and

(d) the time within which representations or objections in
respect of the proposedaccess permit may be made to the
Authority.

14. (1) The Authority shall process an application for an access
permit within thirty working days from the date of the receipt of that
application.

(2) The decision of the Authority on application for an access
permit shall be made in writing.

# (3) Where an application submitted to the Authority is
incomplete or an issue has been raised by the Authority, the period
specified in sub-regulation (1) until the application has been completed
or the issue raised by the Authority has been addressed, as the case may
be.

15. (1) The Authority shall, on receipt of comments on the
proposed application for access to biological resources, review the
application and if satisfied that the activity to be carried out shall
promote the sustainable management and utilisation of biological
resources, issue an access permit specific to each locality.

(2) Where the Authority has reasonable grounds to decline
issuance of an access permit,it shall inform the applicant of the reasons
of such decline in writing.

(3) A person aggrieved by the decision of the Authority may
appeal against the decision to theTribunal.

16. The Authority shall, within thirty woking days of receipt of an
application for an access permit, determine the application and
communicate its decision in writing to the applicant.

17. (1) An access permit shall be valid for a period of one year
from the date of issue andshall not be transferable.

(2) Upon expiry, an access permit may be renewed for a further
period of one year only —

(a) upon payment of the fee prescribed in the Second Schedule;
and

(b) upon such termsand conditions as the Authority may impose.

18. (1) The Authority may impose terms and conditions on an
access permit as it may determine in the circumstances.

(2) In addition to any terms and conditions that may be imposed
by the Authority on an access permit under sub-regulation (1), the
following conditions shall apply in respect of each access permit —
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(a) any duplicates and holotypes of all genetic resources
collected shall be deposited with the Authority and other
relevant stakeholders;

(b) the records of all intangible components of biological
material collected shall bedeposited with the Authority;

(c) reasonable access to all biological resources collected shall
be guaranteed to all Kenyan citizens whether such genetic
resources and intangible components are held locally or
abroad;

(d) any agreements entered into with respect to access to
biological resources shall bestrictly for the purposes for which
they were entered into;

(e) the holder of the access permit shall furnish biannual and annual
reports to the Authority on the status of research and
commercialization including any discoveries from research
involving biological resources or intangible components
thereof;

(f) the holder of an access permit shall inform the Authority of
all discoveries made during the exercise of the right of access
granted under the access permit;

(g) the holder of an access permit shall provide the following
reports —

(i) a semi-annual status report on the environmental
impacts, conservation status and sustainable use of any
ongoing collection of biological resources or intangible
components thereof; and

(i1) a final status report on the environmental impacts,
conservation status and sustainable use of collection of
biological resourcesor intangible components thereof, in
the event that the collection is of duration of three
months or less; and

(h) the holder of an access permit shall fully comply with the
provisions of the Act, these Regulations and any other
relevant written law relating to access to biological
resources, benefits sharing, prior informed consent, material
transfer agreement, trade in biological resources, the
protection of traditional knowledge, and any other relevant
matter. ‘

(3) The Authority may, on its own motion or on the application by
the holder of an access permit, vary the terms and conditions imposed on
an access permit.

19. (1) The Authority may suspend, cancel or revoke any access
permit issued under these Regulations where the holder of the access
permit has contravened the provisions of the Act, these Regulations or
any of the terms and conditions imposed on the access permit, or the
terms and conditions contained in any agreement concluded pursuant to
the grant of the access permit.
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(2) The Authority shall, before suspending, cancelling or
revoking an access permit, give a written notice of its mtention to
suspend, cancel or revoke the permit to theholder of the access permit,
and give the holder a reasonable opportunity to make presentations
regarding the proposed suspension, cancellation or revocation within
thirty working days from the date of such notice.

(3) Where the Authority suspends, cancels or revokes a permit, it
shall notify the holder of the permit in writing, specifying the reasons
for the suspension, cancellation or revocation.

(4) Upon the notification under sub-regulation (3), the permit
holder shall immediately surrender the access permit, all research
results and related documents, and the accessed biological resource to
the Authority.

20. (1) The Authority shall keep, manage and update a register ~ Register of access
of all access permits which it has granted, and the register shall be a  Permits.
public record accessible to any person upon request.

(2) The Authority shall upload the access permits to the Access and
Benefit Sharing Clearing House Mechanism of the Nagoya Protocol to be
documented as the Internationally recognized Certificate of Compliance.

PART IV—-MATERIAL TRANSFER AGREEMENTS

21. (1) A person shall not transfer biological resources outside Material transfer
Kenya unless a Material Transfer Agreement in the form set out in the —3greements.
Sixth Schedule has been executed and where applicable negotiated
between the relevant competent national authorities and the users.

(2) A Material Transfer Agreement shall be executed by the
applicant on the one part and the provider of the biological resource.

(3) Upon execution, the user of a Material Transfer Agreement
shall file the Material Transfer Agreement with the Authority.

(4) A person exporting a biological resource shall be required to
declare the resource at the port of departure and produce a copy of the
Material Transfer Agreement.

(5) An exporter of a biological resource shall deposit a
holotype of the material being exported either with the entity granting
a Material Transfer Agreement or any depository gazetted by the
Authority for storage of such holotypes in Kenya.

(6) Any person who seeks to transfers any biological resources
outside Kenya otherwise other than in accordance these Regulations
commits an offence and shall be liable, upon conviction to the penalty
prescribed in section 144 of the Act.

PART V—BENEFIT SHARING

22. This Part shall apply subject to the laws in force relating to  Application  of
intellectual property rights. Fast.

23. (1) An applicant of an access permit to a biological resource  Benefit sharing.
or biological resource associated with traditional knowledge for non-




