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1. Law/Measure
African Model Legislation for the Protection of the Rights of Local Communities, Farmers and Breeders, and for the Regulation of Access to Biological Resources (2000)


Provisional Measure N.2186-16 of August 23, 2001
Patent Law of the People's Republic of China of 2000 and Regulations on the Protection of Varieties of Chinese Traditional Medicine 
Biodiversity Law No. 7788
Biological Diversity Act of 2002

2. Policy Objectives
The main aim is to ensure the conservation, evaluation and sustainable use of the biological resources, and knowledge and technologies in order to maintain and improve their diversity.

The specific objectives of the law include:

- to recognize, protect and support the inalienable rights of local communities, including farming communities, over their … knowledge and technologies;

- to recognize and protect the rights of breeders;

- to provide an appropriate system for access to … community knowledge and technologies;

- to promote mechanisms for fair and equitable sharing of benefits arising from the use of … knowledge and technologies; 

- to ensure the effective participation of concerned communities in deciding on the distribution of benefits deriving from … knowledge and technologies; 

- to encourage national and grassroots scientific and technological capacity;

- to provide mechanisms for implementation and enforcement of rights of local communities and conditions of access to biological resources, community knowledge and technologies. (Part I)
To legislate on “(I) access to components of the genetic heritage …; (II) access to traditional knowledge relating to the genetic heritage; (III) the fair and equitable sharing of the benefits deriving from exploitation of … associated traditional knowledge; (IV) access to and transfer of technology for the conservation and use of biological diversity. (Art.1)
1. Patent Law of 2000:  
- To accelerate the inventors’ enthusiasm, and stimulate technology innovation;  

- To provide an important and effective means of traditional medicine intellectual property protection;  
2. Regulations on the Protection of Varieties of Chinese Traditional Medicine: 

- To improve product quality;

- To normalize the market;

- To wash out low quality medicine;
To regulate access and in so doing make possible the equitable distribution of the environmental, economic and social benefits to all sectors of society, paying special attention to local communities and indigenous peoples.

- to recognize and provide compensation for the knowledge, practices and innovations of indigenous peoples and local communities in the conservation and sustainable use ecological of the components of biodiversity.

- to recognize the rights deriving from the contribution of scientific knowledge to the conservation and sustainable ecological use of the components of biodiversity.

(Art.10(1), 10(6), 10(7)
to provide for conservation of biological diversity, sustainable use of its components and fair and equitable sharing of the benefits arising out of the use of biological resources and knowledge.

3. Scope of Subject Matter
The scope of subject matter to which the legislation applies includes biological resources, their deriviatives, “and community knowledge and technologies.”  (Art.2(1)(i-iii))  

“Community knowledge” is defined as “the accumulated knowledge that is vital for conservation and sustainable use of biological resources and/or which is of socio-economic value, and which has been developed over the years in indigenous/local communities.” (Art.1) “Biological resources” are defined to include “genetic resources, organisms or parts thereof, populations, or any other component of ecosystems, including ecosystems themselves, with actual or potential use or value for humanity.”  (Art.1)

Traditional knowledge of indigenous and local communities relating to the genetic heritage.  “Associated traditional knowledge” is defined as: “information or individual or collective practices of an indigenous or local community having real or potential value and associated with the genetic heritage” (Art.7(II)
1.  Patent Law of 2000:  

- product, method, and use of medicines;

- Product: a new pharmaceutical composition and preparation thereof, effective ingredient extracted/separated from traditional medicine, effective parts and preparation thereof, new preparation of changing the administration route, etc.;
- Method:  preparation method of the products mentioned above, new or improved technology of production, etc.;  

- Use:  new indication of medicine, first medical use, the second use of the known medicine, etc.

2.  Regulations on the Protection of Varieties of Chinese Traditional Medicine: 

-  Limited to medicines produced only in China and without patent protection;

-  Limited to medicines categorized within the officially recognized classes. 
Two scopes of TK subject matter are defined in the Law: first, the scope of TK to which the Law regulates access, and, second, the scope of TK for which the Law provides exclusive rights (industrial property rights and sui generis community intellectual rights).

Access to TK:

The Law includes TK as an intangible component within in the term “biodiversity.”  Art.2 defines that “intangible components, which are included within the term biodiversity, are: the knowledge, innovations and practices, be they traditional, individual or collective, with real or potential value associated with biochemical or genetic resources, whether these are protected or not by systems of intellectual property or by sui generis registration systems.” (Art.7.2)

Protection of TK:

The knowledge, practices and innovations of indigenous peoples and local communities related to the use of components of biodiversity and associated knowledge (Art.82)


The Act foresees the protection of “knowledge of local people relating to biological diversity” (Art.36(5)).  “Biological diversity” is defined as “the variability among living organisms from all sources and the ecological complexes of which they are a part, and includes diversity within species or between species and of eco-systems,” (Art.2(b))

4. Conditions of Access to TK
Access to TK is included in the regulation of access to biological resources.  “Access” is defined as “the acquisition of … community knowledge, innovations, technologies or practices as authorised by the National Competent Authority” (NCA) (Art.1)  

In the application for access to the NCA the applicant shall provide a description of the innovation, practice, knowledge or technology, associated with the biological resource and propose mechanisms for benefit-sharing (Art.4.(1)(xi) and 4(1)(x);

Local communities have the right to refuse access to their TK where such access will be detrimental to the integrity of their natural or cultural heritage. (Art.19)

Exceptions and limitations:

The legislation does not affect “access, use and exchange of knowledge and technologies by and between local communities;” (Art.2(2)(ii))
“Access to associated traditional knowledge” is defined as the “acquisition of information pertaining to knowledge or individual or collective practices, associated with the genetic heritage, of an indigenous or local community for purposes of scientific research, technological development or biological prospection, with a view to its application in industry or elsewhere” (Art.7 (V)).

The Council can deliberate on “authorization of access to associated TK, subject to the prior consent of the owner.” (Art. 11(IV)(b))

The special authorization of access to associated TK for a national institution that carries on research and development activities in the biological and related fields, and for a national university, for a term of up to two years, renewable for equal periods, as provided in the regulations; (Art.11(IV)(d))

Access to associated traditional knowledge, shall be had by collection of information respectively, and authorization shall only be given to a national research institution in the biological and related fields by prior authorization. (Art.16)

Accredited institutions may be granted the powers to analyze applications for access to TK, subject to the PIC of the owners from the area (Art.14(I)(b));  

Access to TK associated with the national heritage shall be had by collection of information and authorization shall be given to a national institution that researches in the biological or related fields by prior authorization (Art.16)


No express provisions.
Access to TK is included in the regulation of access to biodiversity:  “Access” is defined as “Action to obtain samples of components of Biodiversity … or to obtain associated knowledge” (Art.7.1)

The law recognizes the right of local communities and indigenous peoples to oppose access to their resources and associated knowledge (Art.66).

The access policies proposed by the National Commission on the Management of Biodiversity will constitute the general rules for access and for the protection of intellectual rights concerning biodiversity. (Art.62)

An access permit for research or bioprospecting does not grant nor delegate rights (Art.71)
The obtaining of any knowledge associated to biological resources occurring in India is subject to previous approval of the NBA for certain persons for purposes of research, commercial utilization, bio-survey or bio-utilization (Art.3 (1)).  These provisions do not apply to collaborative research projects, which are approved by the Central Government and conform to its policy guidelines. (Art.5(1) and 5(3))

Transfer of biological resources or knowledge:

No person who has been granted access shall transfer the biological resource or knowledge except with NBA permission (Art.20 (1)). Any person who intends to transfer such resources or knowledge may apply to the NBA (Art.20 (2)).

Local communities and vaids and hakims who practice indigenous medicine are not effected by a provision that citizens of India shall not obtain any biological resource for commercial utilization except after prior intimation to the State Biodiversity Board (Art.7) 

5. Conditions of Protection of TK
Not specified.  

However, the duties of the NCA include to “identify the requirements … necessary for the recognition of community intellectual rights and Farmers’ Rights.” (Art.58(iv)).  Furthermore, Art.1 on Definitions requires that accumulated knowledge must be “vital for conservation and sustainable use of biological resources” and/or “of socio-economic value” and “developed over the years in indigenous/local communities” in order to constitute “community knowledge or indigenous knowledge” for the purposes of the Model Law (Art.1)
TK must be related to the  genetic heritage, belong to an indigenous or local community, and have real or potential value. (Art.7.II and 8)

Indigenous or local communities are guaranteed the rights granted under Art.9 on the condition that they created, developed, held or preserved the TK (Art.9).
1.  Patent Law of 2000:  
-  novelty:  examining according to the principle of complete identity of technical solution;

-  inventiveness:  prominent substantive features and notable progress as compared with the existing technology

- practical applicability:  product having medical effect; methods can be carried out or exploited industrially; use can be realized industrially;  
2.  Regulations on the Protection of Varieties of Chinese Traditional Medicine: 

-  Limited to medicines which fulfill the official criteria.

-  No requirement of novelty, but should pass a quality inspection;


The requirements of sui generis community intellectual rights shall be determined by a participatory process with indigenous and small farmer communities to be defined by the National Commission for the Management of Biodiversity (Art. 83)
Knowledge must be related to biological diversity and held by local people (Art.36 (5).

6. Scope of Rights
The scope of rights granted by the Model Legislation in relation to TK includes two categories of rights, namely community (intellectual) rights and farmers’ rights. 

Community (Intellectual) Rights: The Model Law recognizes the rights of communities over:

- their innovations, practices, knowledge and technologies acquired through generations; 

- the right to collectively benefit from the utilization of their innovations, practices, knowledge and technologies; 

- their rights to use their innovations, practices, knowledge and technologies in the conservation and sustainable use of biological diversity. (Art.16(iii)-(v))

Local communities have the right to refuse access to their TK where such access will be detrimental to the integrity of their natural or cultural heritage. (Art.19)
Exceptions and Limitations:

No legal barriers shall be placed on the traditional exchange system of the local communities in the exercise of their rights (Art.21(2))

Farmers’ Rights include the right to the protection of farmers’ traditional knowledge relevant to plant and animal genetic resources. (Art.26(1)(a))

Exceptions and Limitations:

- The legislation does not affect “access, use and exchange of knowledge and technologies by and between local communities;” (Art.2(2)(ii))


Traditional knowledge associated to the genetic heritage is protected “against illicit use and exploitation and other actions that are harmful or have not been authorized” by the Management Council or an accredited institution (Art.8)

Communities that create, develop, hold or preserve TK associated to the genetic heritage are guaranteed the right:

(I) “to have the origin of the access to TK mentioned in all publications, uses, exploitation and disclosures”;

(II) “to prevent unauthorized third parties from: 

(a) using or carrying out tests, research or investigations relating to associated TK; 

(b) disclosing, broadcasting or re-broadcasting data or information that incorporate or constitute associated TK.” (III) to “derive profit from economic exploitation by third parties of associated TK the rights in which are owned by the community.” (Art.9)

TK holders are allowed to license or assign their rights in TK.

Exceptions:
- TK protection “shall not affect, prejudice, or limit rights pertaining to intellectual property” (Art.8(IV))

- protection shall not impede “preservation, use and development of TK” (Art.8(III)

- customary uses by communities should be preserved in all cases (Art.4)


Patent Law of 2000:  
- the rights to prevent third parties not having the right holders’ consent from making, using, offering for sale, selling or importing the patented invention;

- bringing litigation when infringement occurs;

Regulations on the Protection of Varieties of Chinese Traditional Medicine: 

-  Limited to protect the production of the protected species;

- Manufacturing without permission should be dealt with by the Health Department of local governments.


The scope of sui generis community intellectual rights shall be determined by a participatory process with indigenous and small farmer communities to be defined by the National Commission for the Management of Biodiversity (Art.83)
The Act maintains that the scope of rights granted by measures for protection, including sui generis systems, shall be “as recommended by the National Biodiversity Authority…”  (Art.36(5)

7. Right Holder
Community (Intellectual) Rights:  

Local and indigenous communities (Art.16, 17, 18, 19, 20, 21, 23).  Art.23 specifies that “Community Intellectual Rights of the local communities, including traditional professional groups, particularly traditional practitioners, shall at all times remain inalienable.” (Art.23(1))  “Local Community” is defined as “a human population in a distinct geographical area, with ownership over its biological resources, innovations, practices, knowledge, and technologies governed partially or completely by its own customs, traditions or laws”. (Art.1)

Farmers’ Rights:

‘Local farming communities’ (Art.24 (1) and 25) The term is not defined.


Indigenous and local communities (Art.8 and 9). "Local community” is defined as a “human group, distinguished by its cultural conditions, that traditionally organizes itself throughout successive generations and through its own customs and preserves its social and economic institutions” (Art.7.III) Any associated traditional knowledge may be owned by the community, even if only one single member of the community holds that knowledge. (Art.9, Sole Paragraph)
Regulations on the Protection of Varieties of Chinese Traditional Medicine: 

Manufacturing enterprises only.


Who will be the title holder of sui generis community intellectual rights shall be determined by a participatory process with indigenous and small farmer communities to be defined by the National Commission for the Management of Biodiversity (Art.84 and 83)
The Act does not define right holders, but defines the term “benefit claimers” to include “creators and holders of knowledge and information relating to the use of such biological resources, innovations and practices associated with such use and application” (Art.2(a))

8. Acquisition of Rights
Art. 58 includes among the duties of the National Competent Authority to “develop a system of registration of items protected by Community Intellectual Rights and Farmers’ Rights according to their customary practices and law.” (Art.58(vi))  However, non-registration of any TK is not to mean that it is not protected by Community Intellectual Rights (Art.23 (3)).
The Measure does not specify procedures or formalities for the acquisition of rights.

Art. 11(II)(d) mentions the organization of a database containing information on associated TK by the Management Council, but there is no requirement for TK to be included in the database in order to be protected.  Art. 8(II) mentions a cadastral record directed by the Management Council. (Art. 8(I) 


Patent Law of 2000:  
Through filing an application for patent (Chapter III);


The sui generis community intellectual right “exists and is legally recognized by the mere existence of the cultural practice or knowledge related to genetic resources and biochemicals; it does not require prior declaration, explicit recognition nor official registration.” (Art.82)
The Act provides that measures to protect TK “may include registration of the knowledge at the local, State and national levels,” but does not expressly define registration as the required procedure for the acquisition of the legal protection foreseen in the Act.

9. Expiration and Loss of Rights
Community Intellectual Rights:

Art.23 specifies that “Community Intellectual Rights of the local communities, including traditional professional groups, particularly traditional practitioners, shall at all times remain inalienable.” (Art.23(1))  

The publication of a written or oral description of TK, or its presence in a genebank or any other collection, or its local use, shall not preclude the local community from exercising its community intellectual rights in relation to those resources. (Art 23(4))


No express provisions.
Patent Law of 2000:  term of protection is limited to 20 years, counted from the date of filing the patent application;

Regulations on the Protection of Varieties of Chinese Traditional Medicine: 

-  Between 7 years and 30 years;

-  Protection can be renewed;


No express provisions.
No express provisions.

10. Sanctions and Enforcement 
The State shall establish appropriate agencies with the power to ensure compliance with the provisions of the Model Law (Art. 67.2).  Sanctions and penalties may include: i) written warning; ii) fines; iii) automatic cancellation/ revocation of the permission for access; iv) confiscation of collected specimens; v) permanent ban from access to community knowledge and biological resources. 3) The violation committed shall be publicized and reported by the National Competent Authority to the secretariats of relevant international agreements. 4) When the collector conducts his/her operations outside of national jurisdiction, any alleged violations by such a collector may be prosecuted through the cooperation of the government under whose jurisdiction the collector operates.  Finally, decisions on agreements regarding access to community knowledge may be appealed through appropriate administrative channels.  Recourse to the courts shall be allowed after exhaustion of all administrative remedies. (Art. 68)


Economic exploitation of products or processes developed from TK that has been accessed not conforming to the Provisional Measure shall make the guilty part liable to payment of an indemnity equivalent to a minimum of 20% of the gross invoiced amount obtained through the marketing of the product or of royalties obtained from third parties as a result of the licensing of the product or process, whether or not protected by IP (Art. 26).  

Any act that contravenes the Provisional Measure shall be considered an administrative offense (Art. 30).  

Administrative offenses shall be punished with the following sanctions inter alia:  I. a warning;  II. a fine;  III. Confiscation of products obtained on the basis of information relating to TK;  IV. Confiscation of products derived from TK; V. Suspension of sales of the product derived from TK; VI. A ban on activities; VII. Prohibition of the activity; VIII-IX. Suspension or cancellation of registration, patent, license or authorization (Art.30§1).  

Art. 30, §4 establishes a minimum amount for the fines: “according to the gravity of the offense and as provided in the regulations, and may vary from R$200 (two hundred reals) to R$100,000 in the case of a natural person.”  The minimum is different if the offense is committed by a legal entity or with its consent, (Art. 30§5: “…the fine shall be from R$10,000  to R$50,000,000, as determined by the competent authority, according to the gravity of the offense and as provided in the regulations.
Regulations on the Protection of Varieties of Chinese Traditional Medicine: 

- Manufacturing without permission should be dealt with by the Health Department of local governments.


Whoever carries out exploration, bioprospecting or has access to biodiversity without authorization from the Technical Office of the Commission … will be imposed a fine varying between the equivalent of one and twelve salaries. (Art. 112)  Civil Responsibility for damage caused to biodiversity is defined in the Organic Law of the Environment. (Art.110) 

Except the illicit situations typified in the Biodiversity Law, penal responsibility will be that as prescribed in the Penal Code and special laws. To deal with offences committed by public officials in the exercising of their responsibilities, the legal authority could impose the penalty of special disqualification for a maximum up to five years. (Art.111)   

For the purposes of the Law, administrative faults and their correlative sanctions are understood as those
established by the Organic Law of the Environment, the Law of Wildlife, Forest Law and in other applicable legislation. (Art.113)


Whoever contravenes the provisions regarding Section 3 [Certain Persons Not to Undertake Biodiversity Related Activities Without Approval of NBA] or Section 4 [Results of Research Not To Be Transferred] or Section 6 [Applications for IP Rights Not to Be Made Without Approval of NBA] shall be punishable with imprisonment for a term which may extend to five years, or with fine which may extend to ten lakh rupees and where the damage caused exceeds ten lakh rupees such fine may commensurate with the damage caused, or with both.

(2) 
Whoever contravenes the provisions on Section 7 [Prior Intimation to State Biodiversity Board] or any order made under Section 24(2) [Power of State Biodiversity Board to Restrict Certain Activities] shall be punishable with imprisonment for a term which may extend to three years, or with fine which may extend to five lakh rupees, or with both. Section 56 regulates the penalty for contravention of directions or orders of Central government, State government, National Biodiversity Authority and State Biodiversity Boards.

Section 57 regulates Offences by Companies.  

Every determination of benefit-sharing made by the NBA or a State Biodiversity Board under the Act or the order made by the High Court in any appeal … shall … be deemed to be decree of the civil court and shall be executable in the same manner as a decree of that court. (Section 53) 



11. Registration Mechanisms and Procedures
The Model Legislation establishes a National Information System which shall include “documentation of information on Community Intellectual Rights, Farmers' Rights, … community innovations, practices, knowledge and technologies;” (Art.64 (1) and 65(1)).  

It further states that “[l] local communities may also establish databases on … the knowledge and technologies of those communities.” (Art.64 (2)). 
Access to information in the National Information System and the local databases shall be regulated by a charter setting out the rights of the owners of the data. (Art.64 (3)).

Non-registration of any TK is not to mean that it is not protected by Community Intellectual Rights (Art.23 (3)).

The duties of the NCA include to develop a system of registration of items protected by Community Intellectual Rights and Farmers' Rights and to standardise procedures (Art.58(vi) and (v))


The Management Council shall establish criteria for the creation of a database for recording information on associated traditional knowledge; (Art.11(2)(d))

TK may be subject to a cadastral record, as directed by the Management Council or provided in specific legislation. (Art.8(II))


Patent Law of 2000:  
-  The State Council shall register the certificate of patent for invention and announce it (Art.39)

An inventory will be made of specific sui generis community intellectual rights that communities ask to be protected.  The recognition of these rights in the register is voluntary and free. The registration should be done unofficially and at the demand of the interested parties, without being subject to any formality. (Art.84)  

A register of rights of access, including to TK, will be organized by the Technical Office of the Commission. The registered information will be publicly available, except for trade secrets (Art.67 and 7.1)
The Act provides that measures to protect TK “may include registration of the knowledge at the local, State and national levels.” (Art.36(5)). It further provides that “every local body shall constitute a Biodiversity Management Committee for conservation and documentation of biological diversity including … the chronicling of knowledge relating to biological diversity.”  (Art.41(1));  

12. Access and Benefit-sharing Elements (Mutually Agreed Terms and PIC)
PIC:  Any access to TK shall be subject to the necessary PIC of the National Competent Authority (NCA) as well as concerned local communities (Art.3(1), 5(1) and 18).  

All access applications shall be submitted to the National Competent Authority (NCA) and the NCA shall subject them to the PIC of the concerned community (Art.3 (3) and 11(1)). Any access granted without consultation with the local communities shall be deemed to be invalid and in violation of the PIC requirement (Art.5 (3)).

The granting of access, including to TK, shall be carried out by the NCA in writing and carried out through a written agreement (“the Agreement”) between the NCA and local community on the one hand and the applicant on the other (Art.7)

The Agreement referred to in Art.7 shall contain a commitment by the collector not to apply for any IP rights over the biological resource and over the TK without the PIC of the providers (Art.8 (1)(v)).  

Mutually Agreed Terms:

The Agreement referred to in Art.7 shall contain a commitment by the collector to provide for sharing of benefits (Art.8(1)(vi))

The access permit should be subject to payment and the State and the community shall be entitled to a share of the earning derived from when any knowledge collected generates, directly or indirectly, a product used in a production process. (Art.12)
The State shall ensure that at least fifty per cent of benefits provided for in Article 12.2 shall be channelled to the concerned local community, with the full participation and approval of the ​concerned local community (Art.22)
PIC:  Authorization of Access to TK shall be granted with the prior consent of:

I.   the indigenous community involved;

II.  the competent body where access occurs in a protected area;

III.  the owner where access occurs on private land; (Art.16§9)

When there is a prospect of commercial use, in situ access to associated traditional knowledge may only occur after the Contract for Use of the Genetic Heritage and Benefit-Sharing has been signed  (Art.16§4).  Essential clauses of the Contract relate to IP rights (Art.28.V)

Mutually Agreed Terms:

The benefits arising from economic exploitation of a product or process developed from associated TK, shall be shared in a fair and equitable way between the contracting parties. (Art.24)

The institution receiving associated TK shall facilitate transfer of technology for the preservation and use of that TK for the national institution responsible for access and dispatch of the TK (Art.21)
No express provisions.


PIC:  

The basic requirements for access include (1) PIC of the representatives of the place where the access will occur; (2) Approval of PIC by the Technical Office of the Commission;  (3) the terms of technology transfer and distribution of benefits, where there are any, and the type of protection of TK (Art.63 (1)-(3)).

In relation to an application for whichever type of access to components of biodiversity, including TK, interested parties should attach the prior informed consent, given by the proprietor of the landed estate where the activity will take place or by the authority of the indigenous community when it is in their territories. (Art.65)

Mutually agreed terms:

The basic requirements for access to TK as a component of biodiversity include “the terms of technology transfer and equitable distribution of benefits, when there are any, as agreed in permits, agreements and concessions, as well as the type of protection of associated knowledge demanded by the representatives of the place where the access will occur.” (Art.63(3)).

The Technical Office will establish the obligation of the interested party to deposit up to 10% of the research budget and up to 50% of the bonuses which it collects, in favour of the National System of Conservation Areas, the indigenous territory or the private owner providing access. Moreover, it will determine the amount which in each case should be paid by the interested parties for administrative costs, as well as any other benefit or technology transfer which forms part of the PIC. (Art.76)


PIC:  Certain persons shall not obtain any knowledge associated to biological resources occurring in India for research or for commercial utilization or for bio‑survey and bio‑utilization without previous approval of the NBA (Art.3(1)

Mutually agreed terms:

The term “benefit-claimers” is defined to include “creators and holders of knowledge and information relating to the use of such biological resources, innovations and practices associated with such use and application;” (Art.2 (a));  While granting access approvals, NBA shall secure benefit-sharing for innovations and practices associated with the use of accessed biological resources and knowledge related thereto in accordance with mutually agreed terms between the access applicant, the local bodies concerned and the benefit claimers. (Art.21 (1)).

The benefit-sharing can be given effect, inter alia, through grant of joint ownership of IP rights to the NBA or benefit claimers where applicable (Art.21(2)(a))

Where any amount of money is ordered by way of benefit sharing, the NBA may direct the amount to be deposited in the National Biodiversity Fund. provided that where knowledge was a result of access from specific individual or group, the NBA may direct that the amount shall be paid directly to such individual or group of individuals. (Art.21(3))



13. Defensive Protection
The access agreement referred to in Art.7 shall contain a commitment by the collector not to apply for any IP rights over the biological resource and over the TK without the PIC of the providers (Art.8 (1)(v)).

The activities of the National Information system shall include “the compilation of information on piracy of” TK, and “the disseminating of this information to all relevant and concerned bodies.”  (Art.65(iii))


The grant of industrial property rights for a process or product obtained using the genetic heritage is contingent on the observance of this Provisional Measure. The applicant is obliged to specify the origin of the genetic material and the associated TK, as the case may be. (Art.31)


Patent Law of 2000:  
The use of advanced search tools for patent and non-patent literature during substantive examination of TK-related patent applications, for example the China TCM Patent Database.


Patents, trade secrets, plant breeders’ rights, sui generis community intellectual rights and farmers’ rights shall not apply to inventions essentially derived from knowledge which is associated with traditional or cultural biological

Practices in the public domain (Art.78)

The registration of TK in the register will oblige the Technical Office [of theNational Commission for the Management of Biodiversity] to respond negatively to any Consultation concerning the recognition of intellectual or industrial rights over the same component or knowledge. Such rejection must always be properly justified. (Art.84)
The NBA may take any measures necessary to oppose the grant of IP rights in any country outside India on any biological resource obtained from India or knowledge associated with such biological resource, which is derived from India. (Art.18(4))

No invention based on any information on a biological resource obtained from India shall be the subject of any application for any IP right without previous approval of NBA before making such application. (Art.6) Persons intending to apply for IP rights over such subject matter may make an application to the NBA (Art.19(2))

14. Regional and International Protection, including the Problem of So-called “Regional TK”
No express provisions.

When the collector conducts his/her oper​ations outside of national jurisdic​tion, any alleged violations by such a collector may be pros​ecuted through the cooperation of the government under whose juris​diction the collector operates based on the guarantee that the latter has provided (Art.67 (4)).


No express provisions.
No express provisions.
No express provisions. 

However, the objectives of the law include “to promote international and regional co-operation to achieve the … distribution of benefits derived from biodiversity [including TK], especially in frontier areas or from

shared resources. »  (Art.10(11))

Art.12 on International Co-operation provides that “The State should promote national activities, foreign relations and co-operation with national

Neighbours with respect to the conservation, use 

and exchange of 

components of biodiversity [including TK] present in the

national territory and in the transfrontier ecosystems of common interest.” (Art.12) 
No express provisions.

15. Institutional Arrangements:  Responsibilities of National Competent Authorities
The duties of the National Competent Authority include to: i) create and operate a regulatory mechanism that will ensure effective protection of Community Intellectual Rights and Farmers’ Rights; ii) carry out the process of consultation and participation of local communities, including farming communities, in the identification of their rights as provided for under the customary practices and laws of the communities; iii) identify types of Community Intellectual Rights and Farmers’ Rights, iv) identify and define the requirements and procedures necessary for the recognition of Community Intellectual Rights and Farmers’ Rights; v)develop criteria and mechanisms to standardize procedures, vi) develop a registration system of items protected by Community Intellectual Rights and Farmers’ Rights; vii) issue licenses for the exploitation and commercialization of TK; viii) identify relevant technical institutions that will assist local communities, including farming communities, in the categorization and characterization of their TK.  (Art.58)
The competencies of the Management Council shall include to: II. Establish : (a) technical standards, (b) criteria for authorization of access and dispatch; (c) directives for drafting the Contract for Use of the Genetic Heritage and Benefit-Sharing; (d) criteria for the creation of a database for recording information on associated TK; III. Take part in the work of accessing associated TK; IV. Deliberate on: (b) authorization of access to traditional knowledge, subject to the prior consent of the owner; […] (Art.11)
Patent Law of 2000:  

The patent administration department under the State Council is responsible for the patent work throughout the country.  It receives and examines patent applications and grants patent rights for inventions-creations in accordance with law.  The administrative authority for patent affairs under governments of provinces, autonomous regions and municipalities directly under the Central Government are responsible for the administrative work concerning patents in their respective administrative areas.  (Art.3)
Art. 13 establishes the administrative organization in order to fulfill the objectives of the law: a) the National Commission for the Management of Biodiversity (NCMB); b) a National System of Conservation Areas. 

The NCMB has the function to formulate and co-ordinate policies for access to biodiversity and associated knowledge.  The NCMB Technical Office has the function to negotiate and approve access applications, and to co-ordinate anything related to access with the private sector, indigenous peoples and peasant communities. (Art.14 and 17)

The membership of the NCMB is regulated in Art. 15 and the organization and internal structure in Art.16.
Article 8(1) establishes the National Biodiversity Authority (NBA).  The head office of the NBA shall be at Chennai and the NBA may establish officers at other places in India.  Section 9 regulates the Conditions of Service of the NBA Chairperson and members,  Section 12 the Meetings of the NBA, and Section 13 the Committees of the NBA.

It shall be the duty of the NBA to issue guidelines for access to biological resources and for fair and equitable benefit sharing. The NBA may grant approval for undertaking any activity referred to in sections 3, 4 and 6. Chapter VI regulates the establishment of State Biodiversity Board by the State Government (Section 22); the functions of State Biodiversity Board (Section 23)and the Power of State Biodiversity Board to restrict certain activities (Section 24).



16. Recognition of customary laws and protocols
The State recognises and protects the community rights that are specified in Article 16 “as they are enshrined and protected under the norms, practices and customary law found in, and recognised by, the concerned local and indigenous communities, whether such law is written or not” (Art.17)

An item of TK shall be identified, interpreted and ascertained by the local communities concerned themselves under their customary practice and law, whether such law is written or not.  (Art.23(2))

Local communities shall exercise their inalienable right to access, use, exchange or share their biological resources as regulated by their customary practices and laws (Art.21(1))

“Local communities” are defined as “a human population … with ownership over its … knowledge, … governed partially or completely by its own customs, traditions or laws.” (Art.1)

“Local communities shall exercise their inalienable right to … exchange … their biological resources … as regulated by their customary practices and laws.”  (Art.21(1))

“No legal barriers shall be placed … in other rights that may be provided by the customary practices and laws of the concerned local communities.”  (Art.21(2))

“Farmers' varieties and breeds … shall be protected under the rules of practice as found in, and recognised by, the customary practices and laws of the concerned local farming communities, whether such laws are written or not.”  (Art.25(1))

The duties of the NCA include to “carry out the process of consultation … of local communities, including farming communities, in the identification of their rights as provided for under the customary practices and laws of the communities”  (Art.58(ii))
No express references to customary laws. 
No express references to customary laws.
No express references to customary laws.
No express references to customary laws.
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