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20032003
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Biodiversity Rules & RegulationsBiodiversity Rules & Regulations
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Implementation considerationsImplementation considerations
Next stepsNext steps



Why did Bhutan pass the Why did Bhutan pass the 
Biodiversity Act, 2003 ???Biodiversity Act, 2003 ???

Bhutan is a biological Bhutan is a biological ‘‘hot spothot spot’’ & has a huge & has a huge 
base of Traditional Knowledgebase of Traditional Knowledge
Many research firms have expressed interest in Many research firms have expressed interest in 
bioprospectingbioprospecting in Bhutanin Bhutan
There is a need to protect against exploitation  There is a need to protect against exploitation  
while also gaining shared benefits by allowing while also gaining shared benefits by allowing 
regulated accessregulated access
Bhutan is a party to the CBD & hopes to become Bhutan is a party to the CBD & hopes to become 
a member of WTO (which requires countries to a member of WTO (which requires countries to 
have their own laws on biodiversity & plant have their own laws on biodiversity & plant 
variety protection)variety protection)



Summary of BhutanSummary of Bhutan’’s s 
Biodiversity Act, 2003Biodiversity Act, 2003

BhutanBhutan’’s Biodiversity Act approved by the s Biodiversity Act approved by the 
National Assembly in August 2003National Assembly in August 2003
Specific authorization to adopt Specific authorization to adopt 
implementing Rules & Regulations implementing Rules & Regulations 
approved by the National Assembly in July approved by the National Assembly in July 
20042004
Draft Rules & Regulations now under Draft Rules & Regulations now under 
development & reviewdevelopment & review



Biodiversity Act in a Nutshell:Biodiversity Act in a Nutshell:
Six ChaptersSix Chapters

Ch. 1: Purposes, Objectives, ScopeCh. 1: Purposes, Objectives, Scope
Ch. 2: Biodiversity Access & Benefit SharingCh. 2: Biodiversity Access & Benefit Sharing
Ch. 3: Plant Variety ProtectionCh. 3: Plant Variety Protection
Ch. 4: Protection of Traditional KnowledgeCh. 4: Protection of Traditional Knowledge
Ch. 5: Offences & PenaltiesCh. 5: Offences & Penalties
Ch. 6: Amendments, Interpretation, DefinitionsCh. 6: Amendments, Interpretation, Definitions



Purposes & ObjectivesPurposes & Objectives

Ensure Ensure natnat’’ll sovereignty of RGOB sovereignty of RGOB 
over genetic resources existing in over genetic resources existing in 
Bhutan consistent with CBDBhutan consistent with CBD
Ensure the conservation, sustainable Ensure the conservation, sustainable 
use, and equitable sharing of use, and equitable sharing of 
benefits derived from Bhutanbenefits derived from Bhutan’’s s 
genetic resources and associated genetic resources and associated 
Traditional KnowledgeTraditional Knowledge



Purposes & Objectives Purposes & Objectives contcont’’dd

Promote tech transfer and scientific Promote tech transfer and scientific 
capacity building at capacity building at natnat’’ll & local & local 
levels in Bhutan relating to the levels in Bhutan relating to the 
conservation & sustainable use of conservation & sustainable use of 
genetic resourcesgenetic resources
Recognize & protect uses of Recognize & protect uses of 
Traditional Knowledge associated Traditional Knowledge associated 
with biodiversitywith biodiversity



Purposes & Objectives Purposes & Objectives contcont’’dd

Regulate & facilitate legal access to Regulate & facilitate legal access to 
genetic resources existing in Bhutangenetic resources existing in Bhutan
Prohibit & penalize illegal taking & Prohibit & penalize illegal taking & 
use of genetic resources & related use of genetic resources & related 
Traditional Knowledge existing in Traditional Knowledge existing in 
BhutanBhutan



Purposes & Objectives Purposes & Objectives contcont’’dd

Recognize & protect farmersRecognize & protect farmers’’ & plant & plant 
breedersbreeders’’ rightsrights
Protect plant varieties & promote Protect plant varieties & promote 
BhutanBhutan’’s access to foreign sources of s access to foreign sources of 
improved plant varietiesimproved plant varieties



Biodiversity Act, 2003:Biodiversity Act, 2003:
Some points to keep in mind . . .Some points to keep in mind . . .

The biodiversity law is crossThe biodiversity law is cross--cuttingcutting
•• Environmental considerationsEnvironmental considerations
•• Cultural & scientific considerationsCultural & scientific considerations
•• Property rights considerationsProperty rights considerations
•• Economic considerationsEconomic considerations
•• Trade & investment considerationsTrade & investment considerations

No No ‘‘cookcook--bookbook’’ answers . . .answers . . .
Buts sets course of action to followButs sets course of action to follow



BiodiversityBiodiversity
Rules & RegulationsRules & Regulations

Organized according to Biodiversity ActOrganized according to Biodiversity Act
Four main substantive sectionsFour main substantive sections
•• IntroductionIntroduction
•• Access & BenefitAccess & Benefit--SharingSharing
•• Plant Variety ProtectionPlant Variety Protection
•• Traditional KnowledgeTraditional Knowledge

Appendix (forms to implement Rules)Appendix (forms to implement Rules)



BiodiversityBiodiversity
Rules & Regulations:Rules & Regulations:

IntroductionIntroduction
PreliminaryPreliminary
•• National ScopeNational Scope
•• Effective Date (???)Effective Date (???)
DefinitionsDefinitions
•• Incorporated from Biodiversity ActIncorporated from Biodiversity Act
•• More incorporated from CBDMore incorporated from CBD
•• Some new: Some new: ““Commercial UseCommercial Use””



BiodiversityBiodiversity
Rules & Regulations:Rules & Regulations:

Introduction Introduction contcont’’dd
Official Procedures / NotificationsOfficial Procedures / Notifications
•• Discretionary authority of Ministry of AgricultureDiscretionary authority of Ministry of Agriculture

Forms & AnnexesForms & Annexes
•• Discretionary authority of Ministry of Agriculture Discretionary authority of Ministry of Agriculture 

((““necessary or appropriatenecessary or appropriate””))
Applications, Permits & CertificatesApplications, Permits & Certificates
•• Authorizations granted to Authorizations granted to ‘‘Authorized AgencyAuthorized Agency’’
•• ‘‘Authorized AgencyAuthorized Agency’’ to be designated by MOAto be designated by MOA



Review of Issues on Review of Issues on 
Access Access 

&&
BenefitBenefit--SharingSharing



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Access & BenefitAccess & Benefit--SharingSharing

Access to BhutanAccess to Bhutan’’s biodiversity now s biodiversity now 
requires requires ‘‘Prior Informed ConsentPrior Informed Consent’’
(PIC)(PIC)
‘‘PICPIC’’ obtained & access authorized obtained & access authorized 
through Access Permitthrough Access Permit
Applicants must submit an Access Applicants must submit an Access 
Permit Application to the RGOB Permit Application to the RGOB 
consistent with the lawconsistent with the law



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Access & BenefitAccess & Benefit--SharingSharing

RGOB (RGOB (‘‘Authorized AgencyAuthorized Agency’’ to be to be 
determined by the Agriculture Ministry)determined by the Agriculture Ministry)
Permit application requirements & Permit application requirements & 
access conditions specified by the lawaccess conditions specified by the law
BenefitBenefit--sharing required as a condition sharing required as a condition 
of access (caseof access (case--byby--case basis)case basis)
3030--day decision in writing on permit day decision in writing on permit 
application (approval, revision, denial)application (approval, revision, denial)



Rules & Regulations:Rules & Regulations:
Access & Benefit SharingAccess & Benefit Sharing

Biological specimen collection prohibited w/o Biological specimen collection prohibited w/o 
permit issued in compliance with Rulespermit issued in compliance with Rules
Access Permit required toAccess Permit required to
•• ““ObtainObtain”” / / ““CollectCollect”” / / ““UtilizeUtilize”” / / ““ExportExport”” . . .. . .
•• ““Genetic or Biochemical ResourcesGenetic or Biochemical Resources”” . . .. . .
•• ““Existing in BhutanExisting in Bhutan”” for . . .for . . .
•• ““ConservationConservation”” / / ““ResearchResearch”” /  /  

BioprospectingBioprospecting”” / / ““CommercialCommercial”” UsesUses

But, note But, note ‘‘exceptionsexceptions’’ !!!!!!



Rules & Regulations:Rules & Regulations:
Access & Benefit SharingAccess & Benefit Sharing

Permit Application = Permit Application = ““Prior Informed ConsentPrior Informed Consent””
•• ApplicantApplicant’’s info (name, address, legal status, roles)s info (name, address, legal status, roles)
•• ApplicantApplicant’’s tech & financial capabilitiess tech & financial capabilities
•• ApplicantApplicant’’s prior s prior biospecimenbiospecimen collection experiencecollection experience
•• Description of Description of biospecimensbiospecimens to be collectedto be collected
•• Research purposes / objectivesResearch purposes / objectives
•• Potential uses of research resultsPotential uses of research results
•• Compliance acknowledgement / agreementCompliance acknowledgement / agreement
•• Other info required by RGOBOther info required by RGOB



Rules & Regulations:Rules & Regulations:
Access & Benefit SharingAccess & Benefit Sharing

‘‘Access Permit ApplicationAccess Permit Application’’ FormalitiesFormalities
•• Language (Dzongkha or English)Language (Dzongkha or English)
•• Legibly written / typed / printedLegibly written / typed / printed
•• Signed by applicant(s)Signed by applicant(s)
•• Signature(s) constitute certification of legal Signature(s) constitute certification of legal 

compliancecompliance
•• Fees to be paid / submitted with applicationFees to be paid / submitted with application



Rules & Regulations:Rules & Regulations:
Access & Benefit SharingAccess & Benefit Sharing

How will an Access Permit Application be How will an Access Permit Application be 
processed & reviewed ???processed & reviewed ???
•• The The ‘‘Competent AuthorityCompetent Authority’’ (Minister/MOA) (Minister/MOA) 

needs to designate the needs to designate the ‘‘Authorized AgencyAuthorized Agency’’ to to 
process biodiversity Access Permit Applications process biodiversity Access Permit Applications 
as intended by the Actas intended by the Act

•• The Authorized Agency will consult with a The Authorized Agency will consult with a 
scientific review committee to evaluate scientific review committee to evaluate 
applicationsapplications

The review committee will be comprised of The review committee will be comprised of 
representatives from relevant MOA and other representatives from relevant MOA and other 
agencies as appropriateagencies as appropriate



Rules & Regulations:Rules & Regulations:
Access & Benefit SharingAccess & Benefit Sharing

The Competent Authority through the The Competent Authority through the 
Authorized Agency may approve, require Authorized Agency may approve, require 
revisions / additional information, or deny revisions / additional information, or deny 
an Access Permit Applicationan Access Permit Application
The Biodiversity Act requires the The Biodiversity Act requires the 
Competent Authority to notify the Competent Authority to notify the 
applicant of its decision w/in 30 days of applicant of its decision w/in 30 days of 
receipt of the Access Permit Applicationreceipt of the Access Permit Application



Rules & Regulations:Rules & Regulations:
Access & Benefit SharingAccess & Benefit Sharing

‘‘Permit ApprovalPermit Approval’’ conditioned on conditioned on 
finding of no adverse impact onfinding of no adverse impact on
•• Public health / safetyPublic health / safety
•• Environmental / scenic / cultural valuesEnvironmental / scenic / cultural values
•• Natural / cultural resourcesNatural / cultural resources
•• Scientific researchScientific research
•• RGOB management responsibilitiesRGOB management responsibilities
•• Equitable allocation / use of resourcesEquitable allocation / use of resources
•• Avoidance of conflictAvoidance of conflict



Rules & Regulations:Rules & Regulations:
Access & Benefit SharingAccess & Benefit Sharing

Permit DenialPermit Denial
•• Based on finding of adverse impact on Based on finding of adverse impact on 

ONE or more factors required for Permit ONE or more factors required for Permit 
ApprovalApproval

•• Explanation provided in writing to Explanation provided in writing to 
applicant (upon applicantapplicant (upon applicant’’s request)s request)

Amendments / ReconsiderationAmendments / Reconsideration
•• Must be in writingMust be in writing
•• Must provide all information requested Must provide all information requested 

by RGOBby RGOB



Rules & Regulations:Rules & Regulations:
Access & Benefit SharingAccess & Benefit Sharing

BenefitBenefit--SharingSharing
Can be required for . . .Can be required for . . .
•• Specimen collection and use (Specimen collection and use (‘‘upup--frontfront’’))
•• Commercial use of research results Commercial use of research results 

((‘‘downstreamdownstream’’))

‘‘Unauthorized Commercial Use ProhibitedUnauthorized Commercial Use Prohibited’’
(legally binding & enforceable !!!)(legally binding & enforceable !!!)



Rules & Regulations:Rules & Regulations:
Access & Benefit SharingAccess & Benefit Sharing

BenefitBenefit--Sharing OptionsSharing Options
•• Two Types . . .Two Types . . .

MonetaryMonetary
NonNon--MonetaryMonetary

•• ShortShort--term (term (‘‘nownow’’) / Long) / Long--term (term (‘‘laterlater’’))
•• Package approach (mix of monetary and Package approach (mix of monetary and 

nonnon--monetary benefit provided now and monetary benefit provided now and 
later (all subject to negotiation!))later (all subject to negotiation!))



Rules & Regulations:Rules & Regulations:
Access & Benefit SharingAccess & Benefit Sharing

Monetary BenefitsMonetary Benefits
•• Access (Access (‘‘permitpermit’’) fee / specimen collection payments) fee / specimen collection payments
•• Cooperative Research Project Budget (costCooperative Research Project Budget (cost--sharing)sharing)
•• Milestone payments (Milestone payments (egeg, IP applications / IP grants), IP applications / IP grants)
•• RoyaltiesRoyalties

Creditable annual ???Creditable annual ???
ProductProduct--specific ???specific ???
‘‘ValueValue--addedadded’’ ??????
‘‘KnowKnow--howhow’’ (TK) ???(TK) ???

•• Other ???Other ???



Rules & Regulations:Rules & Regulations:
Access & Benefit SharingAccess & Benefit Sharing

NonNon--Monetary BenefitsMonetary Benefits
•• Scientific information / dataScientific information / data
•• Joint IP ownership options (negotiable)Joint IP ownership options (negotiable)
•• Joint R&D activities (tech transfer)Joint R&D activities (tech transfer)
•• Technical training / licensing / capacityTechnical training / licensing / capacity--buildingbuilding
•• InIn--kind transfers of equipment / materialkind transfers of equipment / material
•• Acknowledgement of Bhutanese originAcknowledgement of Bhutanese origin
•• Other ???Other ???



Rules & Regulations:Rules & Regulations:
Access & Benefit SharingAccess & Benefit Sharing

BenefitBenefit--Sharing: NonSharing: Non--Compliance PenaltiesCompliance Penalties
•• Legally binding & enforceable permit condition Legally binding & enforceable permit condition 

(essential (essential ‘‘triggertrigger’’ mechanism)mechanism)
•• Sale or transfer of specimens, components, Sale or transfer of specimens, components, 

products or research results developed from products or research results developed from 
specimens or their components is PROHIBITED specimens or their components is PROHIBITED 
w/o approval (w/o approval (‘‘licenselicense’’) from RGOB) from RGOB

•• NonNon--Compliance PenaltyCompliance Penalty
20% non20% non--compliance payment (on gross revenues)compliance payment (on gross revenues)
Damages / injunctive reliefDamages / injunctive relief
Other (specified in Act)Other (specified in Act)



Review of Issues Review of Issues 
on the on the 

Protection of Protection of 
Plant VarietiesPlant Varieties



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Plant Variety ProtectionPlant Variety Protection

Establishes legal protection for Establishes legal protection for 
plant varieties that areplant varieties that are
•• NovelNovel
•• DistinctDistinct
•• IdentifiableIdentifiable
•• UniformUniform
•• StableStable

A type of A type of ‘‘IPIP’’ protection specifically protection specifically 
for plant breeders onlyfor plant breeders only



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Plant Variety ProtectionPlant Variety Protection

Plant BreedersPlant Breeders’’ Rights obtained by Rights obtained by 
filing an application with the Ministry filing an application with the Ministry 
of Agricultureof Agriculture
Any natural (Any natural (‘‘individualindividual’’) or legal ) or legal 
((‘‘corporationcorporation’’ / / ‘‘partnershippartnership’’) person ) person 
may file an applicationmay file an application
Application requirements & Application requirements & 
procedures to be established by procedures to be established by 
Rules & RegulationsRules & Regulations



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Plant Variety ProtectionPlant Variety Protection

Rights protected: Requires recognized Rights protected: Requires recognized 
plant breederplant breeder’’s authorization fors authorization for
•• Production or reproduction of protected Production or reproduction of protected 

plant varieties for commercial marketingplant varieties for commercial marketing
•• Offering for sale, selling, or marketingOffering for sale, selling, or marketing
•• ExportingExporting
•• ImportingImporting
•• Stocking for any of the foregoing Stocking for any of the foregoing 

purposespurposes



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Plant Variety ProtectionPlant Variety Protection

Exceptions guaranteed forExceptions guaranteed for
•• FarmersFarmers’’ RightsRights

Allows small farmers to propagate seed Allows small farmers to propagate seed 
they have harvested on their own landthey have harvested on their own land
Exchange seed with other farmers on Exchange seed with other farmers on 
nonnon--commercial basiscommercial basis

•• BreedersBreeders’’ ExemptionsExemptions
Allows breeders to conduct research Allows breeders to conduct research 
activities for purposes of breeding new activities for purposes of breeding new 
((‘‘notnot--essentiallyessentially--derivedderived’’) varieties) varieties



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Plant Variety ProtectionPlant Variety Protection

Plant BreedersPlant Breeders’’ Rights guaranteed Rights guaranteed 
forfor
•• 20 years from date of grant of right 20 years from date of grant of right 

(for most plants)(for most plants)
•• 25 years for trees & vines25 years for trees & vines

Plant BreedersPlant Breeders’’ Rights can be Rights can be 
nullified & cancelled if law violatednullified & cancelled if law violated



Rules & Regulations:Rules & Regulations:
Plant Variety ProtectionPlant Variety Protection

Rules & Regulations establish the Rules & Regulations establish the 
application procedures & guidelines required application procedures & guidelines required 
to implement the Plant Variety Protection to implement the Plant Variety Protection 
provisions of the Biodiversity Actprovisions of the Biodiversity Act
Includes detailed guidelines to determine Includes detailed guidelines to determine 
eligibility based on new varieties that areeligibility based on new varieties that are
•• NovelNovel
•• DistinctDistinct
•• IdentifiableIdentifiable
•• UniformUniform
•• StableStable



Rules & Regulations:Rules & Regulations:
Plant Variety ProtectionPlant Variety Protection

Detailed procedures required for Detailed procedures required for 
•• Review of applications Review of applications 
•• Challenging applications / rightsChallenging applications / rights
•• Revocation of rightsRevocation of rights

Intended to comply with UPOV standards Intended to comply with UPOV standards 
and practicesand practices
Requires substantial human & institutional Requires substantial human & institutional 
capacity to implement (!)capacity to implement (!)
Next steps ???Next steps ???



PuttingPutting
Traditional KnowledgeTraditional Knowledge

in context ofin context of
Biodiversity Act / Rules & Biodiversity Act / Rules & RegsRegs



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Traditional KnowledgeTraditional Knowledge

Biodiversity Act recognizes & establishes Biodiversity Act recognizes & establishes 
enforceable legal rights in TK associated enforceable legal rights in TK associated 
with biodiversity in Bhutanwith biodiversity in Bhutan
Procedures for Protection of TKProcedures for Protection of TK
•• ‘‘Prior Informed ConsentPrior Informed Consent’’
•• TwoTwo--step application processstep application process

DocumentationDocumentation
•• Authorization for TK Inventory / Authorization for TK Inventory / 

Documentation ActivitiesDocumentation Activities



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Traditional KnowledgeTraditional Knowledge

Biodiversity Act defines TK as Biodiversity Act defines TK as ““knowledge, knowledge, 
innovation and practices of local innovation and practices of local 
communities relating to the use, properties, communities relating to the use, properties, 
values and processes of any biological and values and processes of any biological and 
genetic resources or any part thereofgenetic resources or any part thereof””
Biodiversity Act applies to TK in BhutanBiodiversity Act applies to TK in Bhutan
•• Existing Existing before before the Actthe Act
•• Created Created after after the Actthe Act

TK in material form (TK in material form (‘‘tangible expressiontangible expression’’) ) 
not not requiredrequired



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Traditional KnowledgeTraditional Knowledge

Continued Continued ““customary usecustomary use”” of TK by of TK by ““local local 
communitiescommunities”” notnot affected by TK provisions affected by TK provisions 
of the Biodiversity Actof the Biodiversity Act
““Customary UseCustomary Use”” and and ““Local CommunitiesLocal Communities””
not not defined by Biodiversity Actdefined by Biodiversity Act
Biodiversity Act provides that Biodiversity Act provides that ““OwnersOwners”” of TK of TK 
are the are the ““Rights HoldersRights Holders””
But, the term But, the term ““OwnersOwners”” is is not not defined !defined !



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Traditional KnowledgeTraditional Knowledge

AccessAccess--applicant must obtain PIC of TK applicant must obtain PIC of TK 
rights holders (rights holders (‘‘ownersowners’’) for use of TK for ) for use of TK for 
any any nonnon--customary usecustomary use
PIC accomplished through an PIC accomplished through an ““applicationapplication””
to be defined by the Rules & Regulationsto be defined by the Rules & Regulations
If access application accepted, a If access application accepted, a ‘‘user user 
agreementagreement’’ must be negotiated & approved must be negotiated & approved 
•• Protects rights of TK ownersProtects rights of TK owners
•• Authorizes access & defined use of TKAuthorizes access & defined use of TK



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Traditional KnowledgeTraditional Knowledge

Biodiversity Act authorizes the Biodiversity Act authorizes the ‘‘Authorized Authorized 
AgencyAgency’’ to conduct TK to conduct TK ““inventoryinventory”” and and 
““documentationdocumentation”” activities in collaboration activities in collaboration 
with TK ownerswith TK owners
Procedures for TK documentation not Procedures for TK documentation not 
defined (but limited to TK defined (but limited to TK ““relating to the relating to the 
use, properties, values and processes of use, properties, values and processes of 
any biological and genetic resources or any any biological and genetic resources or any 
part thereofpart thereof””))
‘‘AccessAccess’’ to documented TK to be defined in to documented TK to be defined in 
Rules & RegulationsRules & Regulations



Rules & Regulations:Rules & Regulations:
Traditional KnowledgeTraditional Knowledge

Establishes twoEstablishes two--step procedure to step procedure to 
access Traditional Knowledge (TK) access Traditional Knowledge (TK) 
for any for any nonnon--customarycustomary useuse
•• Requires Requires ‘‘applicationapplication’’ that must be that must be 

accepted by relevant TK ownersaccepted by relevant TK owners
•• If If ‘‘applicationapplication’’ accepted, requires accepted, requires 

additional negotiation of written additional negotiation of written 
authorized user agreement (must be authorized user agreement (must be 
approved by TK owners approved by TK owners and and Ministry of Ministry of 
Agriculture)Agriculture)



Rules & Regulations:Rules & Regulations:
Traditional KnowledgeTraditional Knowledge

Application contents and requirements Application contents and requirements 
specified in Rulesspecified in Rules
Required information submitted on Required information submitted on 
standardized TK application form (similar standardized TK application form (similar 
to ABS Permit Application) to ABS Permit Application) 
Application form first submitted to Application form first submitted to 
Authorized Agency to verify identity of Authorized Agency to verify identity of 
relevant TK owners before being relevant TK owners before being 
submitted to relevant TK owners for submitted to relevant TK owners for 
considerationconsideration



Rules & Regulations:Rules & Regulations:
Traditional KnowledgeTraditional Knowledge

TK owners have option toTK owners have option to
•• Reject PIC application (Reject PIC application (““right to say right to say ‘‘NoNo’”’”))
•• Accept applicationAccept application

Acceptance of application triggers Acceptance of application triggers 
negotiation for negotiation for ““written user agreementwritten user agreement””
with appropriate benefitwith appropriate benefit--sharing terms sharing terms 
and conditionsand conditions
Competent Authority Competent Authority may may provide advice provide advice 
during review of access application or during review of access application or 
negotiations of draft TK user agreementnegotiations of draft TK user agreement



Rules & Regulations:Rules & Regulations:
Traditional KnowledgeTraditional Knowledge

Owners of TK must submit draft TK Owners of TK must submit draft TK ““user user 
agreementagreement”” to Competent Authority for to Competent Authority for 
““commentscomments””
““Competent AuthorityCompetent Authority”” defined by defined by 
Biodiversity Act as Biodiversity Act as ““Head of Ministry of Head of Ministry of 
Agriculture / RGOBAgriculture / RGOB””
Competent Authority may approve, Competent Authority may approve, 
request revisions, or deny proposed user request revisions, or deny proposed user 
agreement based on agreement based on ““natnat’’ll interestsinterests””



Rules & Regulations:Rules & Regulations:
Traditional KnowledgeTraditional Knowledge

Approved TK Approved TK ““user agreementuser agreement””
means that PIC requirement is means that PIC requirement is 
satisfiedsatisfied
Copy of final approved TK user Copy of final approved TK user 
agreement agreement must must be filed with the be filed with the 
Competent AuthorityCompetent Authority



Rules & Regulations:Rules & Regulations:
Traditional KnowledgeTraditional Knowledge

Biodiversity Act also authorizes the Biodiversity Act also authorizes the 
‘‘Authorized AgencyAuthorized Agency’’ to conduct TK to conduct TK 
““inventoryinventory”” and and ““documentationdocumentation”” activities activities 
in collaboration with TK ownersin collaboration with TK owners
Procedures for TK documentation not Procedures for TK documentation not 
defined (but limited to TK defined (but limited to TK ““relating to the relating to the 
use, properties, values and processes of use, properties, values and processes of 
any biological and genetic resources or any biological and genetic resources or 
any part thereofany part thereof””))



Rules & Regulations:Rules & Regulations:
Traditional KnowledgeTraditional Knowledge

TK documentation procedures may TK documentation procedures may 
supplement TK access & use procedures to supplement TK access & use procedures to 
protect TK ownersprotect TK owners’’ proprietary interests proprietary interests 
andand ensure compliance with access & use ensure compliance with access & use 
agreementsagreements
TK documentation requires specialized TK documentation requires specialized 
human & institutional capacities to human & institutional capacities to 
accomplish TKaccomplish TK--protection objectives (!)protection objectives (!)



Rules & Regulations:Rules & Regulations:
Traditional KnowledgeTraditional Knowledge

TK Documentation ObjectivesTK Documentation Objectives
•• ‘‘DefensiveDefensive’’ objectives, such as objectives, such as 

Prevent others from claiming IP rights involving use of Prevent others from claiming IP rights involving use of 
documented TKdocumented TK
Prevent others from using TK in unauthorized, Prevent others from using TK in unauthorized, 
unintended or inappropriate waysunintended or inappropriate ways
Preserve TK in documented form for future generationsPreserve TK in documented form for future generations

•• ‘‘OffensiveOffensive’’ objectives, such asobjectives, such as
Develop IP rights in TK as basis for new potential Develop IP rights in TK as basis for new potential 
economic opportunitieseconomic opportunities
License use of documented TK for limited purposesLicense use of documented TK for limited purposes
Manage TK dissemination to broader public (including Manage TK dissemination to broader public (including 
other TK owners)other TK owners)



Rules & Regulations:Rules & Regulations:
Traditional KnowledgeTraditional Knowledge

Basic Issues for TK DocumentationBasic Issues for TK Documentation
•• TK documentation has TK documentation has potentialpotential benefitsbenefits

for TK owners if properly managedfor TK owners if properly managed
•• TK documentation also has TK documentation also has potential potential risksrisks

to TK ownersto TK owners’’ cultural, economic and IP cultural, economic and IP 
interestsinterests

•• Documentation does Documentation does not not automatically automatically 
guarantee legal protection for TK (but can guarantee legal protection for TK (but can 
be part of a strategy of protection)be part of a strategy of protection)



Rules & Regulations:Rules & Regulations:
Traditional KnowledgeTraditional Knowledge

Potential Potential BenefitsBenefits of TK Documentation of TK Documentation 
•• Documentation Documentation process process may help refine IP may help refine IP 

interests of TK ownersinterests of TK owners
•• Documented TK and related resources Documented TK and related resources may may 

create new economic opportunities for TK create new economic opportunities for TK 
ownersowners

•• TK TK ‘‘preservedpreserved’’ through documentation / through documentation / 
saved from losssaved from loss



Rules & Regulations:Rules & Regulations:
Traditional KnowledgeTraditional Knowledge

Potential Potential RisksRisks of TK Documentationof TK Documentation
•• Potential for misappropriation (copying) Potential for misappropriation (copying) 

of documented TK and associated of documented TK and associated 
resources (resources (‘‘piracypiracy’’))

•• Potential for misuse of documented TK Potential for misuse of documented TK 
contrary to objectives of TK ownerscontrary to objectives of TK owners

•• Potential loss of confidentiality Potential loss of confidentiality 
associated with TKassociated with TK



Implementation Considerations / Implementation Considerations / 
Next StepsNext Steps

Review, revision, and finalization of Rules & Review, revision, and finalization of Rules & 
RegulationsRegulations
•• Draft TK regulations to be discussed through consultative  Draft TK regulations to be discussed through consultative  

workshop workshop 
•• Other sections of draft Rules & Regulations discussed at MOA Other sections of draft Rules & Regulations discussed at MOA 

workshop in November 2003workshop in November 2003
•• Completed final draft of Rules & Regulations to be submitted Completed final draft of Rules & Regulations to be submitted 

to the BMB for review to the BMB for review 

The The ‘‘Competent AuthorityCompetent Authority’’ (Minister/MOA) needs to (Minister/MOA) needs to 
designate the designate the ‘‘Authorized AgencyAuthorized Agency’’ to process to process 
biodiversity & TK access applications as intended by biodiversity & TK access applications as intended by 
the Actthe Act



Implementation Considerations / Implementation Considerations / 
Next StepsNext Steps

Discussions with potential applicants Discussions with potential applicants 
concerning development of pilot concerning development of pilot 
project proposals to allow evaluation project proposals to allow evaluation 
of the Rules & Regulations and build of the Rules & Regulations and build 
technical & scientific capacity technical & scientific capacity 
required to implement & achieve the required to implement & achieve the 
objectives of the Actobjectives of the Act



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Offences & PenaltiesOffences & Penalties

Biodiversity Act specifies six offences Biodiversity Act specifies six offences 
under the lawunder the law
•• Unauthorized collection of biodiversityUnauthorized collection of biodiversity
•• NonNon--compliance with permit conditionscompliance with permit conditions
•• NonNon--compliance with benefitcompliance with benefit--sharingsharing
•• Breach of confidentiality requirementsBreach of confidentiality requirements
•• NonNon--compliance with TK rightscompliance with TK rights
•• NonNon--compliance with any other provision of compliance with any other provision of 

the Act the Act oror Rules & Rules & RegsRegs



Biodiversity Act, 2003: Biodiversity Act, 2003: 
Offences & PenaltiesOffences & Penalties

Penalties for violations of the Act Penalties for violations of the Act oror Rules Rules 
& Regulations& Regulations
•• ImprisonmentImprisonment
•• FinesFines
•• Confiscation of material collectedConfiscation of material collected
•• DamagesDamages
•• Revocation of permitsRevocation of permits

Penalties determined on casePenalties determined on case--byby--case basiscase basis



Biodiversity Act, 2003:Biodiversity Act, 2003:
Amendments, Interpretation, DefinitionsAmendments, Interpretation, Definitions

Biodiversity Act subject to amendment by Biodiversity Act subject to amendment by 
the National Assemblythe National Assembly
Dzongkha text determines interpretation Dzongkha text determines interpretation 
of legal requirementsof legal requirements
DefinitionsDefinitions
•• Some adapted from CBDSome adapted from CBD
•• Others unique to Bhutan (Others unique to Bhutan (‘‘RGOBRGOB’’, etc.), etc.)
•• Govern implementation of the Act and Rules & Govern implementation of the Act and Rules & 

Regulations Regulations 
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